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MOT ICES 


AM I HAL  WELFARE  EDUCATION  WORKSHOPS 

NIH  GUIDE.  Volume  21,  Number  42,  November  20,  1992 
P.T.  42;  tC.U.  0201011,  1014003 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH),  Office  for  Protection  from  Research  Risks  (OPRR),  is  continuing  to 
sponsor  workshops  on  implementing  the  Public  Health  Service  Policy  on  Humane  Care  and  Use  of  Laboratory 
Animals.  Each  of  the  workshops  scheduled  for  FY  1993  will  focus  on  a specific  theme. 

The  workshops  are  open  to  institutional  administrators,  members  of  Institutional  Animal  Care  and  Use 
Committees,  laboratory  animal  veterinarians,  investigators  and  other  institutional  staff  who  have 
responsibility  for  high-quality  management  of  sound  institutional  animal  care  and  use  programs. 

Opportunities  will  be  available  through  workshops,  question  periods,  and  informal  discussions  for 
participants  to  exchange  ideas  and  interests  with  faculty  and  OPRR  representatives. 

DATE:  JANUARY  21-22,  1993 

TOPIC:  Science  and  Animals:  Addressing  Contemporary  Issues 
LOCATION: 

Sheraton  Grande  Torrey  Pines 
10950  N.  Torrey  Pines  Road 
La  Jolla,  CA  92037 
Telephone:  (619)  558-1500 
FAX:  (619)  558-1131 

SPONSORS: 

Scripps  Clinic  and  Research  Foundation 
Salk  Institute 

REGISTRATION: 

Janie  Partridge 

Scripps  Clinic  and  Research  Foundation/MB 
10666  North  Torrey  Pines  Road 
La  Jolla,  CA  92037-000 
Telephone:  (619)  554-8048 
FAX:  (619)  554-8841 

INQUIRIES 

For  further  information  concerning  these  workshops  and  future  NIH  National  Animal  Uelfare  Education  programs 
contact: 

Ms.  Roberta  Sonneborn 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-7163 

NATIONAL  HUHAM  SUBJECT  PROTECTIOMS  WORKSHOPS 

NIH  GUIDE.  Volume  21,  Number  42,  November  20,  1992 

P.T.  42;  K.U.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  continuing  to  sponsor 
a series  of  workshops  on  responsibilities  of  researchers.  Institutional  Review  Boards  (IRBs),  and 
institutional  officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to 
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everyone  with  an  interest  in  research  involving  human  subjects.  The  meetings  should  be  of  special  interest 
to  those  persons  currently  serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at 
these  workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The  current  schedule  includes  the 
fol lowing: 

SOUTHEASTERN  WORKSHOP 

DATES:  January  14  and  15,  1993 

LOCATION: 

Sheraton  Sand  Key  Resort 
1160  Gulf  Boulevard 
Clearwater  Beach,  FL  33515 
Telephone:  (813)  595-1611 

SPONSORS: 

University  of  South  Florida 
Florida  A & M University 

REGISTRATION: 

Ms.  Eileen  Highsmith 
Executive  Secretary 
University  of  South  Florida 
4202  E.  Fowler  Avenue  (MP.FAO-126) 

Tampa,  FL  33620-7900 
Telephone:  (813)  974-289 7 

TITLE:  Barriers  to  Informed  Consent:  Language,  Age  Factors,  Trauma,  and  Women/Minority  Issues 

DESCRIPTION:  Today's  researchers  face  numerous  barriers  to  obtaining  an  informed  consent.  Such  issues  as 
age,  language,  mental  capacity,  and  sobriety  may  affect  the  ability  of  subjects  to  give  a truly  informed 
consent.  Many  of  these  barriers  oftentimes  impact  the  pool  of  subjects  which  an  investigator  is  willing  (or 
able)  to  use  in  a research  project.  In  addition,  recent  legislation  from  the  Congress  was  designed  to 
address  the  issue  of  inadequate  numbers  of  women  and  minorities  in  research  projects.  This  conference  has 
been  designed  to  address  three  main  areas  in  which  barriers  to  informed  consent  may  exist:  mental 
competence,  ethnic  and  gender  issues,  and  research  with  children  and  the  elderly. 

The  conference  program  is  designed  to  be  of  value  to  physicians,  nurses,  pharmacists,  scientific 
investigators,  and  other  health  care  professionals.  All  IRB  members,  students  in  health  care  areas  and 
administrators  will  also  benefit  from  the  conference.  Attention  will  be  given  to  Federal  regulations 
governing  research  on  human  subjects,  with  special  emphasis  placed  on  the  assessment  of  risks — medical, 
legal,  and  psychosocial.  Ample  opportunities  will  be  provided  to  exchange  ideas  and  interests,  through 
question  and  answer  sessions  and  informal  discussions. 

SOUTHWESTERN  WORKSHOP 

DATES:  February  12  and  13,  1993 

LOCATION: 

Sheraton  Tempe  Mission  Palms  Hotel 
60  East  5th  Street 
Tempe,  AZ  85281 
Telephone:  (602)  894-1400 

SPONSORS: 

Arizona  State  University 
Northern  Arizona  University 

REGISTRATION: 

Ms.  Carol  Jablonski 
IRB  Coordinator 

Office  of  the  Assistant  Vice  President  for  Research 
Arizona  State  University 
Tempe,  AZ  85287-3403 
Telephone:  (602)  965-6788 

TITLE:  Contemporary  Issues  in  Human  Subject  Research:  Challenges  for  Today's  IRBs 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  1 - January  8,  1993  - Part  I of  II 

3 


DESCRIPTION:  This  program  is  designed  to  be  a practical  working  session  to  explore  contemporary  issues  in 
human  subjects  protection  including  regulations  and  assurances,  categorization  of  research  protocols,  uses 
of  special  populations,  experimental  design  and  scientific  merit,  fetal  tissue  research,  ethical/legal 
issues  in  human  subjects  research,  and  conflict  of  interest.  As  appropriate,  topics  will  be  discussed  from 
the  perspective  of  the  clinical  researcher  and  the  behavioral/social  science  researcher.  Issues  will  be 
discussed  in  a panel  format  with  ample  time  for  audience  questions.  An  outstanding  faculty  has  been 
assembled. 

This  program  should  be  of  interest  to  researchers  in  clinical  medicine  and  the  behavioral  and  social 
sciences.  Institutional  Review  Board  members,  university  and  hospital  administrators,  lawyers,  ethicists, 
health  care  practitioners,  students,  and  other  persons  with  interests  in  human  subject  protection  issues. 

INQUIRIES 

For  further  information  regarding  these  workshops  and  future  NIH/FDA  National  Human  Subject  Protections 
Workshops,  contact: 

Ms.  Darlene  Marie  Ross 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

CORONARY  ARTERY  DISEASE  RISK  DEVELOPMENT  IN  YOUNG  ADULTS  - ECHOCARDIOGRAPHY  READING  CENTER 


NIH  GUIDE.  Volume  22,  Number  1,  January  8,  1993 
RFP  AVAILABLE:  NHLBI -HC-93-03 


P.T. 


National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  Epidemiology  and  Biometry  Research  program,  seeks  an 
Echocardiography  Reading  Center  for  the  Coronary  Artery  Disease  Risk  Development  in  Young  Adults  (CARDIA) 
project.  CARDIAs  four  field  centers  will  continue  to  examine  and  follow  a total  of  5000  men  and  women  who 
were  aged  18  to  30  years  at  the  baseline  examination  in  1985  in  a longitudinal  study  of  the  evolution  of 
coronary  heart  disease  risk  factors  in  young  adults.  The  Echocardiography  Reading  Center  will  direct,  with 
the  assistance  of  the  study  Steering  Committee,  the  development  of  a final  protocol  for  repeating  the 
echocardiographic  examination  in  two  of  the  four  field  centers.  The  protocol  will  perform  M-mode, 
2-dimensional  and  Doppler  echocardiography.  The  Echocardiography  Reading  Center  is  the  only  competitive 
Request  for  Proposals  (RFP)  anticipated  for  the  CARDIA  study. 

This  is  an  announcement  for  an  RFP.  RFP  NHLBI -HC-93-03  will  be  available  on  or  about  December  22,  1992, 
with  proposals  due  about  February  23,  1993.  One  award  is  anticipated.  Written  requests  for  the  RFP  must 
include  three  self-addressed  mailing  labels  and  cite  RFP  NHLBI -HC-93-03. 

INQUIRIES 

Requests  for  copies  of  the  RFP  are  to  be  sent  to: 

Cheryl  A.  Jennings,  Contracting  Officer 
Contracts  Operations  Branch 
Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  3C 16 
Bethesda,  MD  20892 
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IN  VITRO  ANTIVIRAL  SCREEN  FOR  HERPES  AMD  RESPIRATORY  VIRUSES 


N I H GUIDE.  Volume  22,  Number  1,  January  8,  1993 
RFP  AVAILABLE:  NIH-NIAID-DMID-93-07 
P.T.  34;  K.W.  1002045,  0755060,  0740012,  0760035 
National  Institute  of  Allergy  and  Infectious  Diseases 

The  Antiviral  Research  Branch  of  the  Division  of  Microbiology  and  Infectious  Diseases,  National  Institute  of 
Allergy  and  Infectious  Diseases  (NIAID),  has  a requirement  for  investigators  to  perform  in  vitro  screening 
of  compounds  for  their  ability  to  inhibit  the  growth  and/or  replication  of  herpes  viruses  (HSV,  CMV,  VZV, 
EBV)  and  respiratory  viruses  (influenza,  parainfluenza,  respiratory  syncytial  virus,  measles).  The 
contractor(s)  will  provide  the  necessary  equipment,  personnel,  facilities,  and  materials  to  screen  200 
compounds  annually.  The  contractor(s)  will  be  responsible  for  determining  a compound's  antiviral  activity, 
cytotoxicity,  and  selective  index.  Research  on  the  development  of  improved  screening  methodology,  studies 
on  mechanism  of  action,  and  studies  of  efficacy  of  drug  combinations  will  be  encouraged  as  an  adjunct  to  the 
primary  antiviral  evaluation. 

It  is  anticipated  that  either  one  cost- reimbursement,  completion,  contract  covering  all  virus  classes  or  two 
cost-reimbursement,  completion,  contracts  covering  the  virus  classes  individually  will  be  awarded  for  a 
period  of  five  years.  This  is  an  announcement  for  an  anticipated  Request  for  Proposals  (RFP).  RFP 
NIH-NIAID-DMID-93-07  will  be  issued  on  or  about  December  28,  1992,  with  a closing  date  tentatively  set  for 
March  5,  1993. 

INQUIRIES 

Requests  for  the  RFP  are  to  be  directed  in  writing  to: 

Sara  Southard,  Contract  Specialist, 

Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  3C07 
6003  Executive  Boulevard 
Bethesda,  MD  20892 

To  receive  a copy  of  the  RFP,  supply  this  office  with  two  self-addressed  mailing  labels.  All  responsible 
sources  may  submit  a proposal  that  will  be  considered  by  the  government.  This  advertisement  does  not  commit 
the  government  to  award  a contract. 


DOMESTIC  MASTER  CONTRACT  FOR  HIV  VACCINE  EFFICACY  TRIALS 

NIH  GUIDE.  Volume  22,  Number  1,  January  8,  1993 

RFP  AVAILABLE:  NIH-NIAID-DAIDS-93-06 

P.T.  34;  K.W.  0715008,  0755015,  0755018,  0740075,  0785055 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Vaccine  Trials  and  Epidemiology  Branch  (VTEB),  Division  of  AIDS  (DAIDS) , National  Institute  of  Allergy 
and  Infectious  Diseases  (NIAID),  is  soliciting  proposals  from  organizations  with  the  capacity  to  serve  as 
the  Domestic  Master  Contractor  (DMC)  for:  (1)  preparation  of  sites  for  efficacy  trials  and  (2)  phase  III 
trials  of  Human  Immunodeficiency  Disease  (HIV)  vaccines  and  other  methods  for  preventing  HIV  infection  in 
high-risk  populations  in  the  United  States  and  its  territories.  The  proposed  contract  requires  expertise  in 
the  following  areas:  coordination  and  management  of  multicenter,  longitudinal  epidemiologic,  vaccine,  or 
clinical  trials;  coordination,  training  and  site  monitoring  of  Phase  III  vaccine  trials;  experience  with 
populations  at  high  risk  of  HIV  infection;  and  solicitation  and  management  of  subcontracts.  Specifically, 
the  selected  contractor  will  be  responsible  for  the  operation  and  maintenance  of  a master  contract  that  will 
provide:  (1)  subcontracts  to  sites  that  are  currently  conducting  baseline  epidemiologic  studies  to 
ascertain  the  feasibility  of  conducting  future  Phase  III  HIV  vaccine  trials;  (2)  solicitation  of  proposals 
from,  and  monitoring  of,  additional  sites  to  conduct  baseline/feasibility  studies;  (3)  solicitation  of 
proposals  from,  and  monitoring  of,  sites  to  conduct  Phase  III  HIV  vaccine  trials;  (4)  development  of 
protocols  to  test  HIV  vaccines  and  other  biomedical  interventions  in  high-risk  seronegative  individuals;  and 
(5)  an  orderly  and  efficient  transition  of  the  proposed  contract  to  a successor,  if  necessary,  at  the 
expiration  of  the  contract. 
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This  is  an  announcement  for  an  anticipated  Request  for  Proposals  (RFP) . RFP  NIH-NIAID-DAIDS-93-06  will  be 
issued  on  or  about  January  20,  1993,  with  a closing  date  tentatively  set  for  March  19,  1993. 

INQUIRIES 

Requests  for  the  RFP  are  to  be  directed  in  writing  to: 

Jacqueline  C.  Holden 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3C-07 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

FAX:  (301)  402-0972 

Requests  sent  via  overnight  mail  service  should  use  Rockville,  MD  20852  instead  of  the  Bethesda  zip  code 

To  receive  a copy  of  the  RFP,  supply  this  office  with  three  self-addressed  mailing  labels.  Telephone 
inquiries  will  not  be  honored,  and  all  inquiries  must  be  in  writing.  A short-form  version  of  the  RFP  will 
be  provided  first.  It  includes  only  the  Statement  of  Work  and  Evaluation  Criteria  to  be  used  for  selection 
of  the  awardee.  After  examining  this,  a full  text  version  of  the  RFP  must  be  requested,  in  writing,  for 
those  offerors  interested  in  responding.  FAX  requests  are  acceptable  for  the  full-text  version  only.  All 
proposals  from  responsible  sources  will  be  considered  by  the  NIAID.  This  advertisement  does  not  commit  the 
government  to  award  a contract. 

INTERNATIONAL  MASTER  CONTRACT  FOR  HIV  VACCINE  EFFICACY  TRIALS 

NIH  GUIDE.  Volume  22,  Number  1,  January  8,  1993 

RFP  AVAILABLE:  NIH-NIAID-DAIDS-93-21 

P.T.  34;  K.W.  0715008,  0755015,  0755018,  0740075,  0785055 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Vaccine  Trials  and  Epidemiology  Branch  (VTEB),  Division  of  AIDS  (DAIDS),  National  Institute  of  Allergy 
and  Infectious  Diseases  (NIAID),  is  soliciting  proposals  from  organizations  with  the  capacity  to  serve  as 
the  International  Master  Contractor  (IMC)  for:  (1)  preparation  of  sites  for  efficacy  trials,  (2)  Phase  I / 1 1 
trials,  and  (3)  Phase  III  trials  of  HIV  vaccines  and  other  methods  for  preventing  HIV  infection  in  high-risk 
populations  in  countries  outside  of  the  United  States  and  its  territories.  The  proposed  contract  requires 
expertise  in  the  following  areas:  coordination  and  management  of  multicenter,  longitudinal  epidemiologic 
studies,  coordination  of  Phase  I / 1 1 and  Phase  III  trials;  coordination,  training  and  site  monitoring  of 
Phase  III  vaccine  trials;  experience  with  populations  at  high  risk  of  HIV  infection;  and  solicitation  and 
management  of  subcontracts.  Specifically,  the  selected  contractor  will  be  responsible  for  the  operation  and 
maintenance  of  a master  contract  that  will  provide:  (1)  subcontracts  to  sites  that  are  currently  conducting 
baseline  epidemiologic  studies  to  ascertain  the  feasibility  of  conducting  future  Phase  III  HIV  vaccine 
trials;  (2)  solicitation  of  proposals  from,  and  monitoring  of,  additional  sites  to  conduct 
baseline/feasibility  studies;  (3)  solicitation  of  proposals  from,  and  monitoring  of,  sites  to  conduct  Phase 
I/I  I and  Phase  III  HIV  vaccine  trials;  (4)  development  of  protocols  to  test  HIV  vaccines  and  other 
biomedical  interventions  in  high  risk  seronegative  individuals;  and  (5)  an  orderly  and  efficient  transition 
of  the  proposed  contract  to  a successor,  if  necessary  at  the  expiration  of  the  contract. 

This  is  an  announcement  for  an  anticipated  Request  for  Proposals  (RFP).  RFP  NIH-NIAID-DAIDS-93-21  will  be 
issued  on  or  about  January  20,  1993,  with  a closing  date  tentatively  set  for  March  19,  1993. 

INQUIRIES 

Requests  for  the  RFP  are  to  be  directed  in  writing  to: 

Cyndie  Cotter 

Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3C-07 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

FAX:  (301)  402-0972 

Requests  sent  via  overnight  mail  service  should  use  Rockville,  MD  20852  instead  of  the  Bethesda  zip  code 
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To  receive  a copy  of  the  RFP,  supply  this  office  with  three  self -addressed  mailing  labels.  Telephone 
inquiries  will  not  be  honored  and  all  inquiries  must  be  in  writing.  A short-form  version  of  the  RFP  will  be 
provided  first.  It  includes  only  the  Statement  of  Work  and  Evaluation  Criteria  to  be  used  for  selection  of 
the  awardee.  After  examining  this,  a full  text  version  of  the  RFP  must  be  requested,  in  writing  for  those 
offerors  interested  in  responding.  Fax  requests  are  acceptable  for  the  full-text  version  only.  All 
proposals  from  responsible  sources  will  be  considered  by  the  NIAID.  This  advertisement  does  not  commit  the 
government  to  award  a contract. 


INNOVATIVE  APPROACHES  TO  THE  STUDY  OF  INTERSTITIAL  CYSTITIS 


NIH  GUIDE.  Volume  22,  Number  1,  January  8,  1993 

RFA  AVAILABLE:  DK-93-14 

P.T.  34;  K.U.  0705075,  0755020,  0760003 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  February  25,  1993 
Application  Receipt  Date:  March  25,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRES, 
BELOW. 

PURPOSE 

The  Division  of  Kidney,  Urologic,  and  Hematologic  Diseases  (DKUHD)  of  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  (NIDDK)  is  soliciting  grant  applications  for  support  of  studies  focused  on  the 
study  of  interstitial  cystitis,  a disorder  of  the  bladder  also  known  as  the  painful  bladder  syndrome. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA, 
Innovative  Approaches  to  the  Study  of  Interstitial  Cystitis,  is  related  to  the  priority  area  of  diabetes  and 
chronic  disabling  conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit  as 
Principal  Investigators. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  research  project  grant  (R01).  Responsibility  for  the 
planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Awards 
will  be  administered  under  PHS  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement. 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competing  continuation  applications  will 
compete  with  all  investigator-initiated  applications  and  be  reviewed  according  to  the  customary  peer  review 
procedures.  The  total  requested  project  period  for  applications  submitted  in  response  to  this  RFA  may  not 
exceed  five  years.  Applicants  must  limit  their  requests  to  not  more  than  $100,000  direct  costs  for  the 
initial  budget  period.  The  earliest  possible  award  date  will  be  September  30,  1993.  Awards  made  from  this 
RFA  will  be  for  the  support  of  new  projects. 

FUNDS  AVAILABLE 

For  FY  1993,  $1,500,000  will  be  committed  by  the  NIDDK  to  fund  applications  submitted  in  response  to  this 
RFA.  It  is  anticipated  that  10  to  12  awards  will  be  made.  However,  this  funding  level  is  dependent  upon 
the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is 
provided  for  in  the  financial  plans  of  the  NIDDK,  the  award  of  grants  pursuant  to  this  RFA  is  also 
contingent  upon  the  availability  of  funds  for  this  purpose. 
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RESEARCH  OBJECTIVES 

The  purpose  of  this  RFA  is  to  solicit  applications  that  propose  unique,  innovative  approaches  to  the  study 
of  interstitial  cystitis  from  investigators  who  are  not  currently  being  funded  by  the  NIDDK  for  research  on 
interstitial  cystitis.  It  is  not  the  intent  to  fund  research  in  areas  that  are  currently  being  supported  by 
the  NIDDK.  Applications  may  be  submitted  for  both  non-human  basic  research  and  human  clinical  research 
studies. 

Since  this  request  is  for  unique,  innovative  studies,  it  is  understood  that  there  may  be  limited  preliminary 
data  to  support  the  application.  In  those  cases,  the  applicant  may  wish  to  designate  the  proposal  as  a 
pilot  project  and  reduce  the  number  of  requested  project  years,  budget  and  scope  of  the  project  to  that 
which  is  necessary  for  obtaining  adequate  data  for  a more  extensive,  full-scale  project. 

SPECIAL  REQUIREMENTS 

Applicants  who  receive  an  award  through  this  announcement  are  encouraged  to  attend  a yearly  meeting 
(convened  by  the  NIDDK)  of  investigators  to  discuss  progress  and  exchange  research  information.  Funds  to 
support  the  travel  to  these  meetings  may  be  included  in  the  proposed  budget. 

In  order  to  ensure  that  patient  selection  for  clinical  studies  is  uniform,  the  NIDDK  has  established 
Diagnostic  Criteria  for  research  studies  on  IC.  All  grant  applications  that  use  human  subjects  must  state 
that  the  NIDDK  IC  diagnostic  criteria  will  be  applied  to  patients  selected  for  inclusion  in  the  research 
study.  The  NIDDK  research  criteria  have  been  published  in:  the  Journal  of  Urology  142(1):  139,  1989  and 
the  American  Journal  of  Kidney  Diseases  8(4)  353,  1989.  They  may  also  be  obtained  from  the  program  staff 
listed  under  INQUIRIES. 

STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  a specific 
justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not  be 
accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  requested,  but  not  required,  to  submit  a letter  of  intent  to  apply  to  the  RFA. 
This  letter  should  include  the  name,  telephone  number  and  mailing  address  of  the  Principal  Investigator,  the 
names  of  other  key  personnel,  and  the  name  of  the  applicant  institution,  and  the  number  and  title  of  this 
RFA.  Such  a letter  of  intent  is  not  binding  and  it  will  not  enter  into  the  review  of  any  application 
subsequently  submitted,  nor  is  it  a necessary  requirement  for  application.  Letters  of  intent  are  requested 
solely  for  planning  purposes.  The  NIDDK  staff  will  not  provide  responses  to  such  letters.  Letters  of 
intent  must  be  received  no  later  than  February  25,  1993  and  must  be  addressed  to: 

Dr.  Robert  Hammond 
Chief,  Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  The 
form  is  available  from  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449, 
Bethesda,  MD  20892,  telephone  (301)  496-7441. 

The  RFA  label  available  in  the  application  form  must  be  affixed  to  the  bottom  of  the  face  page.  Failure  to 
use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review 
committee  in  time  for  review.  In  addition,  the  RFA  title  and  number  must  be  typed  on  line  2a  of  the  face 
page  of  the  application  form  and  check  the  YES  box. 
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Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed,  exact 
photocopies,  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  under  separate  cover  to: 

Robert  Hammond,  Ph.D. 

Chief,  Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 

Applications  must  be  received  by  March  25,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned  to  the  applicant. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  initially  reviewed  by  the  Division  of  Research  Grants  (DRG)  for 
completeness.  Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration. 
Evaluation  for  responsiveness  to  the  program  requirements  and  criteria  stated  in  the  RFA  is  an  NIDDK  staff 
function.  If  the  application  is  not  responsive  to  the  RFA,  the  staff  will  contact  the  applicant  to 
determine  whether  it  should  be  returned  to  the  applicant,  or  held  until  the  next  regular  receipt  date  and 
reviewed  in  competition  with  all  other  applications. 

Those  applications  that  are  complete  and  responsive  will  be  evaluated  for  scientific/technical  merit  by  an 
appropriate  peer  review  group  convened  by  the  NIDDK.  Following  this  review,  the  applications  will  be  given  a 
secondary  review  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases  Advisory  Council  unless  not 
recommended  for  further  consideration  by  the  initial  review  group. 

Review  criteria  for  this  RFA  are  generally  the  same  as  those  for  unsolicited  research  grant  applications. 
INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  Direct  inquiries  regarding  programmatic 
issues  and  requests  for  the  RFA  to: 

Leroy  M.  Nyberg,  Ph.D.,  M.D. 

Director,  Urology  Program 

Division  of  Kidney,  Urologic,  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A-05 

Bethesda,  MD  20892 

Telephone:  (301)  496-7133 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Trude  McCain 

Grants  Management  Specialist 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849  (NIDDK).  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by 
Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42 
CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 
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SMALL  GRANTS  FOR  CLINICAL  TRIALS  IH  AIDS  MALIGNANCIES 


N I H GUIDE.  Volume  22,  Number  1,  January  8,  1993 
RFA  AVAILABLE:  CA-93-10 
P.T.  34;  K.U.  0715008,  0715035,  0755015 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  February  1,  1993 
Application  Receipt  Date:  April  23,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRES, 
BELOW. 

PURPOSE 

The  Cancer  Therapy  Evaluation  Program  of  the  Division  of  Cancer  Treatment  at  the  National  Cancer  Institute 
(NCI)  invites  small  grant  applications  for  innovative  therapeutic  studies  in  Acquired  Immunodeficiency 
Syndrome  (AIDS)  malignancies.  The  studies  should  be  restricted  to  pilot  or  phase  I or  II  trials  with 
approximately  5 to  30  patients/trial. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA, 

Small  Grants  for  Clinical  Trials  in  AIDS  Malignancies,  is  related  to  the  priority  areas  of  cancer  and  AIDS. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Domestic  for-profit  and  non-profit  organizations,  governments  and  their  agencies  are  eligible  to  apply. 
Foreign  institutions  are  not  eligible  to  apply.  Applications  can  be  from  single  institutions  or  multiple 
institutions  (collaborating  institutions,  consortia,  cooperative  groups).  New  and  experienced  investigators 
are  encouraged  to  apply.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health  (NIH)  small  grants  mechanism 
(R03).  The  small  grants  research  program  provides  limited  funds  (maximum  of  $48,000  direct  costs  per  year) 
for  short-term  (up  to  two  years)  research  projects.  The  R03  grants  are  non- renewable.  Future  competing 
renewals  (type  2s)  must  be  prepared  and  submitted  as  traditional  research  grant  applications  (ROIs)  to  be 
considered  along  with  other  non-sol ici ted  investi gator- initiated  applications  reviewed  by  the  Division  of 
Research  Grant  (DRG)  study  sections.  Responsibility  for  the  planning,  direction,  and  execution  of  the 
proposed  research  will  be  solely  that  of  the  applicant.  Awards  will  be  administered  under  PHS  grants  policy 
as  stated  in  the  Public  Health  Service  Grants  Policy  Statement,  DHHS  Publication  No.  (OASH)  90-50,000, 
revised  October  1,  1990. 

This  RFA  is  a one-time  solicitation  for  FY  93.  Applications  received  after  the  deadline  receipt  date  will 
be  returned. 

FUNDS  AVAILABLE 

Approximately  $750,000  in  total  costs  per  year  for  two  years  will  be  committed  to  fund  applications 
submitted  in  response  to  this  RFA.  This  funding  level  is  dependent  on  the  receipt  of  a sufficient  number  of 
applications  of  high  scientific  merit.  The  direct  cost  for  each  R03  is  limited  to  $48,000  per  year.  Thus 
it  is  anticipated  that  ten  awards  will  be  made  in  FY  93.  The  total  project  period  for  applications 
submitted  in  response  to  the  RFA  may  not  exceed  two  years.  The  earliest  feasible  start  date  for  the  initial 
awards  will  be  September  30,  1993.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NCI, 
the  award  of  R03  grants  pursuant  to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this 
purpose. 
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RESEARCH  OBJECTIVES 


Background 

Congenital  and  acquired  states  of  immunodeficiency  increase  the  incidence  of  high-grade  B cell  non-Hodgkin's 
lymphoma  (NHL),  Kaposi's  sarcoma,  and  certain  types  of  epithelial  malignancies.  Individuals  infected  with 
human  immunodeficiency  virus  (HIV)  have  a marked  increase  in  the  appearance  of  intermediate  and  high-grade  B 
cell  NHL  and  Kaposi's  sarcoma,  and  show  trends  for  an  increased  incidence  for  Hodgkin's  disease,  anogenital 
dysplasia  and  cancer,  and  basal  cell  carcinoma,  compared  to  age-matched  controls.  On  October  22,  1992,  the 
Center  for  Disease  Control  proposed  the  addition  of  invasive  cervical  cancer  in  HIV-infected  individuals  to 
the  AIDS  Surveillance  case  definition. 

The  tumors  in  HIV-infected  individuals  are  generally  aggressive  and  insufficiently  sensitive  to  conventional 
therapy.  The  median  survival  of  HIV- associated  NHL  is  less  than  one  year  and  is  only  two  months  for  primary 
central  nervous  system  lymphoma.  Clinical  observations  suggest  that  Hodgkin's  disease,  anogenital  dysplasia 
and  cancer,  and  basal  cell  carcinoma,  have  a different  natural  history  and  therapeutic  outcome  compared  to 
the  disease  in  the  general  population.  The  dramatic  growth  rate  of  the  tumors,  combined  with  the  problems 
of  myelosuppression  and  opportunistic  infections,  have  made  treatment  extremely  difficult.  As  children  and 
adults  with  HIV-infection  are  surviving  longer  due  to  improved  retroviral  and  opportunistic  infection 
treatment,  the  incidence  of  the  malignancies  are  expected  to  rise. 

Research  into  the  pathogenesis  of  these  tumors  in  the  context  of  HIV  has  shed  light  on  potential 
interactions  of  cytokines,  HIV,  other  viral  co-factors  (i.e.,  human  papilloma  virus  in  squamous  cell  cancer 
of  the  anogenital  region,  and  EBV  in  the  high-grade  primary  central  nervous  system  lymphomas),  and 
oncogenes.  Based  on  the  current  information  on  the  potential  interactions  in  the  formation  of  these  tumors, 
and  the  lack  of  effective,  standard  regimens,  the  NCI  is  encouraging  investigators  to  apply  novel  therapies 
or  innovative  approaches  in  pilot  or  phase  I or  II  clinical  trials. 

Research  Goals  And  Scope 

The  aim  of  this  RFA  is  to  stimulate  pilot,  phase  I,  or  phase  II  therapeutic  clinical  trials  in  AIDS 
malignancies  so  that  new  treatment  strategies  and  new  agents  are  moved  more  rapidly  into  the  clinic.  The 
ultimate  goal  of  the  NCI  is  to  provide  more  effective  management  and  treatment  for  HIV- associated 
malignancies  in  children,  and  adult  men  and  women. 

The  project  will  fund  single  or  groups  of  institutions  to  perform  innovative  therapeutic  studies  in  AIDS 
malignancies.  The  studies  should  be  restricted  to  pilot,  phase  I,  or  II  trials,  with  approximately  5 to  30 
patients/trial.  Examples  of  potential  clinical  studies  to  consider:  (1)  combinations  of  interferon-alpha 
and/or  retinoic  acid  in  anogenital  dysplasia  or  cancer  (recent  report  by  Lippman  and  associates  of  a 68 
percent  response  rate  in  patients  with  cutaneous  squamous  cell  cancer,  and  a 50  percent  major  response  rate 
in  patients  with  locally  advanced  squamous  cell  cancer  of  the  cervix);  (2)  angiogenesis  inhibitors  in 
Kaposi's  sarcoma;  (3)  immune  modulating  therapy  with  IL-4  (and  subsequent  down-regulation  of  IL-6,  which  may 
have  some  role  in  the  development  of  NHL  or  Kaposi's  sarcoma),  anti-B4  blocked  ricin  immunocon jugate  in  NHL, 
or  anti-sense  to  potential  viral  cofactors  such  as  HPV  in  Kaposi's  sarcoma.  The  investigators  are  not 
limited  to  the  above  studies,  and  any  innovative  therapies  with  appropriate  rationale  are  sought. 

Although  the  major  purpose  of  these  grants  is  to  facilitate  rapid  testing  of  novel  agents  or  innovative 
approaches,  tumor  tissue  or  other  relevant  biologic  fluid  collection  is  strongly  encouraged  for  ongoing  or 
future  investigations  of  laboratory  correlates.  The  interchange  of  ideas  and  tumor  tissue  between  the 
recipients  of  the  grants  will  be  encouraged.  The  research  plan  should  be  focused  on  the  clinical  trial 
proposed.  Laboratory  studies  addressing  correlative  issues  to  the  clinical  trials  may  be  included  but  are 
not  necessary.  Clinical  studies  must  involve  human  subjects  and  be  designed  to  ultimately  improve  cancer 
treatment.  The  clinical  studies  must  be  based  on  a strong  rationale  and  preclinical  data  should  support  the 
underlying  hypothesis. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  FEMALES  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  females  and  minorities  in  study  populations.  If  females  or  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided. 

Applications  without  such  documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  February  1,  1993,  a letter  of  intent  that  includes  a 
descriptive  title  of  the  proposed  research,  the  name  and  address  of  the  Principal  Investigators,  the  names 
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of  other  key  personnel,  the  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to 
which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of 
subsequent  applications,  it  is  requested  in  order  to  provide  an  indication  of  the  number  and  scope  of 
applications  to  be  reviewed. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Roy  S.  Wu  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  April  23,  1993.  If  an  application  is  received  after  that  date,  it  wilt  be 
returned.  The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  this  RFA. 
These  forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449, 

Bethesda,  MD  20892,  telephone  (301)  496-7441;  and  from  the  NCI  Program  Director  named  below. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  initially  reviewed  by  the  DRG  for  completeness.  Incomplete  applications 
will  be  returned  to  the  applicant  without  further  consideration.  Evaluation  for  responsiveness  to  the 
program  requirements  and  criteria  stated  in  the  RFA  is  an  NCI  program  staff  function.  Applications  that  are 
judged  non- responsive  will  be  returned  by  the  NCI.  Questions  concerning  the  responsiveness  of  proposed 
research  to  the  RFA  are  to  be  directed  to  program  staff  (see  INQUIRIES).  Institutional  Review  Board  (IRB) 
approval  must  have  been  received  and  the  date  of  approval  provided  to  NCI  prior  to  peer  review.  If  this 
information  is  not  provided  prior  to  peer  review,  the  application  will  be  withdrawn  from  competition  by  the 
NCI  and  returned  to  the  applicant  without  review. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  September  30,  1993.  In  addition  to  the  technical  merit  of  the  application, 
NCI  will  consider  how  well  the  applicant  institution  meets  the  goals  and  objectives  of  the  program  as 
described  in  the  RFA,  availability  of  resources,  and  study  populations. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA  and  inquiries  about  whether 
or  not  specific  proposed  research  would  be  responsive  are  encouraged  and  may  be  directed  to  NCI  Program 
Directors  at  the  addresses  below.  The  NCI  Program  Directors  welcome  the  opportunity  to  clarify  any  issues 
or  questions  from  potential  applicants. 

For  technical  information  and  to  request  the  RFA: 

Dr.  Roy  S.  Wu 

Cancer  Therapy  Evaluation  Program 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Room  734 
Bethesda,  MD  20892 
Telephone:  (301)  496-8866 
FAX:  (301)  480-4663 

For  business  information: 

Ms.  Joan  Metcalfe 

Grants  Management  Specialist 

National  Cancer  Institute 

Executive  Plaza  South,  Room  242 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  ext.  28 

FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No  93.395,  Cancer  Treatment 
Research.  Awards  are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV  Sections  301, 
410,  and  411,  Part  A (Public  Law  78-410,  42  USC  241  as  amended.  Public  Law  99-158,  42  USC  285a)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  at  42  CFR  Part  52  and  45  CFR  Part  74.  This 
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program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 


INTERNATIONAL  COLLABORATIONS  III  INFECTIOUS  DISEASE  RESEARCH 

MI H GUIDE.  Volume  22,  Number  1,  January  8,  1993 

RFA  AVAILABLE:  AI -93-05 

P.T.  34;  K.W.  0715125,  0785215 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  April  12,  1993 
Appl  ication  Receipt  Date:  July  13,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES, 
BELOW. 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (N I AID > plans  to  continue  its  efforts  in 
international  health  through  a program  of  collaborative  biomedical  research  on  infectious  diseases  that  are 
primarily  endemic  in  or  profoundly  impact  upon  the  health  of  people  living  in  the  tropics.  The  Parasitology 
and  Tropical  Diseases  (PTD)  Branch  of  the  Division  of  Microbiology  and  Infectious  Diseases  (DMID),  NIAID, 
therefore  invites  grant  applications  for  International  Collaboration  in  Infectious  Diseases  Research 
(ICIDR).  The  intent  of  this  program  is  to  bring  together  relevant  biomedical  knowledge  and  technology  to 
develop  new  approaches  for  the  detection,  prevention  and  treatment  of  infectious  diseases  of  recognized 
relevance  to  the  health  of  people  living  in  tropical  countries;  to  increase  relevant  research  experience  for 
both  U.S.  and  foreign  investigators;  and  to  enhance  opportunities  for  scientific  linkages  and  interaction 
between  U.S.  and  foreign  investigators  through  regularly  scheduled  meetings  coordinated  by  the  PTD  Branch. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA, 
International  Collaborations  in  Infectious  Disease  Research,  is  related  to  the  priority  area  of  immunization 
and  infectious  diseases.  Potential  applicants  may  obtain  a copy  of  a "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202  783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  non-profit  and  for-profit  organizations,  public  and  private,  such 
as  universities,  medical  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Minority  individuals  and  women  are  encouraged  to  participate. 
The  U.S.  grantee  institution  is  responsible  for  developing  an  affi liation(s)  with  an  established  institution 
(e.g.,  university,  research  institute,  federal  or  state  health  department,  hospital)  in  a country  where 
tropical  diseases  are  endemic.  Research  activities  on  this  project  conducted  at  the  foreign  affiliate  must 
be  supported  by  the  award  made  to  the  U.S. -based  institution.  For  the  grant  award  to  be  considered,  the 
domestic  applicant  institution  must  include  proof  of  having  an  off -site  component  as  a foreign  base  of 
operations  and  one  or  more  specified  employees  of  the  foreign  insti tution(s)  as  co- investigators.  The 
proposed  research  programs  must  be  acceptable  to  the  resident  (foreign)  scientists  and  to  the  advisory 
group(s)  of  their  particular  institution.  The  grant  application  will  not  be  reviewed  unless  proof  of  an 
acceptable  foreign  affiliation  is  included.  Proof  of  such  an  agreement  must  be  submitted  to  Dr.  Olivia 
Preble  at  the  address  listed  under  INQUIRIES,  no  later  than  two  months  after  the  application  receipt  date, 
in  order  to  assure  its  availability  prior  to  grant  review. 
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MECHANISM  OF  SUPPORT 


Successful  applicants  funded  under  this  RFA  will  be  supported  through  cooperative  agreements  (U01).  This 
type  of  funding  mechanism  is  utilized  when  it  is  desired  to  encourage  investigator- initiated  research 
projects  in  areas  of  special  importance  to  the  National  Institutes  of  Health  (NIH)  and  when  substantial 
programmatic  assistance  by  NIH  staff  is  anticipated.  The  cooperative  agreement  funding  instrument  can 
support  projects  of  either  a multicomponent  (program  project-like)  or  single  component  nature,  and  both 
types  of  applications  will  be  considered  under  this  RFA.  The  awardee  will  be  responsible  for  the  planning, 
direction,  and  execution  of  the  proposed  project. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete 
with  all  investigator- initiated  applications  and  be  reviewed  according  to  the  customary  review  procedures. 
The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  five 
years. 

Reissuance  of  this  RFA  is  uncertain.  If,  by  the  end  of  the  third  year  of  the  award,  N I AID  has  not  announced 
its  intent,  due  to  budget  uncertainties,  to  reissue  the  RFA,  incumbents  of  multicomponent  UOIs  should 
contact  program  staff  before  preparing  a recompeting  application  to  seek  advice  on  the  most  appropriate 
method  of  application  submission. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  for  all  I C I DR  awards  are  $3.5 
million.  It  is  anticipated  that  at  least  five  awards  will  be  made,  which  may  represent  new  awards  or 
competing  continuation  awards  of  currently  funded  projects.  Applications  for  multicomponent  grants  should 
not  exceed  $500,000  in  annual  direct  costs,  while  single  component  applications  should  not  exceed  $175,000 
in  direct  costs  annually. 

RESEARCH  OBJECTIVES 

Tropical  diseases  constitute  major  public  health  problems  disproportionately  affecting  populations  residing 
in  developing  countries.  The  purpose  of  this  RFA  is  to  stimulate  high  quality  collaborative  research  on 
those  infectious  diseases  primarily  endemic  in  or  profoundly  impacting  upon  people  living  in  the  tropics, 
including  but  not  limited  to  protozoan  and  helminth  infections,  mycobacterial  diseases,  bacterial  and  viral 
enteric  infections,  and  arboviral  infections.  Studies  of  human  immunodeficiency  virus  (HIV)  infection  per 
se  in  developing  countries  will  not  be  considered  in  response  to  this  solicitation.  Studies  of  the  impact 
of  HIV  infection  on  the  clinical  course  and  outcome  of  these  other  tropical  diseases  will,  however,  be 
considered.  The  overall  research  goals  of  this  RFA  are:  (1)  to  obtain  increased  information  on  the  factors 
influencing  distribution  of  infection  and  resulting  clinical  outcome  and  (2)  to  develop  and  test  new 
intervention  strategies  that  will  contribute  to  the  control  of  these  diseases.  It  is  the  intent  of  the 
program  to  support  the  conduct  of  biomedical  research  that  can  only  be  performed  outside  the  U.S.,  and  thus, 
an  emphasis  on  population-based  studies  would  be  appropriate.  It  is  anticipated  that  these  studies  may 
involve  such  topics  as  diagnosis  and  natural  history  of  infection  (including  the  role  of  vectors  and 
reservoir  hosts),  chemo-  or  immunotherapy,  chemo-  or  immunoprophylaxis,  pathogenesis  and  vector  control. 

The  majority  of  the  research,  in  terms  of  personnel  effort,  must  be  conducted  in  the  endemic  area,  and  there 
must  be  active  collaboration  between  domestic  staff  and  scientists  of  the  foreign  affi liate(s). 

SPECIAL  REQUIREMENTS 

Successful  applicants  will  be  designated  as  components  of  the  NIAID  International  Centers  for  Tropical 
Disease  Research  (ICTDR),  which  constitutes  a network  of  NIAID-supported  activities  in  tropical  diseases. 
Each  ICIDR  director  will  represent  his/her  program  at  annual  centers  meetings  organized  by  the  NIAID.  These 
meetings  will  be  held  to  share  advances  in  tropical  disease  research  among  the  ICIDR  projects  and  other 
NIAID-tropical  disease  units,  to  discuss  research  needs  and  opportunities  in  this  arena,  and  to  facilitate 
the  development  of  new  collaborations.  To  encourage  cross-fertilization  of  ideas  and  facilitate  exchange  of 
scientific  personnel,  a Visiting  Scientist  component  must  be  included  in  these  applications  to  provide  for 
short-term  travel  of  ICIDR  personnel  to  other  research  institutions,  or  of  other  U.S.  investigators  to  ICIDR 
facilities  for  the  purpose  of  conducting  specific  research  projects. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss  the  relevance  of  research 
involving  foreign  population  groups  to  the  United  States'  populations,  including  minorities.  Applications 
without  such  documentation  will  not  be  accepted  for  review. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  1 - January  8,  1993  - Part  I of  II 

14 


The  awardee  should  ensure  that  all  requirements  for  the  protection  of  human  subjects,  including  the 
negotiation  of  human  subject  assurances  for  clinical  studies  performed  at  the  foreign  institution,  are 
adhered  to  as  described  in  45  CFR  Part  46.  Studies  involving  human  subjects  which  are  conducted  at  the 
foreign  site  must  adhere  to  current  guidelines  and  policies  in  effect  within  the  United  States.  Questions 
regarding  these  policies  may  be  directed  to  the  Office  of  Protection  from  Research  Risk  (OPRR).  (See 
INQUIRIES  below  for  address  and  phone  numbers). 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  April  12,  1993,  a letter  of  intent  that  includes  a 
descriptive  title  of  the  proposed  research,  the  names  and  affiliations  of  proposed  key  investigators.  The 
letter  of  intent  is  requested  in  order  to  provide  an  indication  of  the  number  and  scope  of  applications  to 
be  reviewed.  This  does  not  commit  the  sender  to  submit  an  application,  nor  is  it  a requirement  for 
submission  of  an  application. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Olivia  Preble,  at  the  address  list  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Appl  ications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91),  which  is  the  standard  application  form  for 
research  grants.  Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may 
be  obtained  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health, 
Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  496-7441.  Applicants  must  adhere  to  the 
format  and  requirements  specified  in  the  PHS  398  application  kit.  In  addition,  applicants  for 
multicomponent  grants  are  strongly  advised  to  read  the  information  brochure  "Program  Project  and  Center 
Grants,  NIAID",  available  from  Dr.  Michael  Gottlieb  at  the  address  listed  under  INQUIRIES.  Applications 
must  be  received  by  both  the  Division  of  Research  Grants  (original  and  3 copies)  and  Dr.  Olivia  Preble  (2 
copies)  by  July  13,  1993. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  by  NIAID  staff  to  determine  administrative  and  programmatic  responsiveness  to 
this  RFA.  Those  judged  to  be  incomplete  or  nonresponsive  will  be  returned  to  the  applicant  without  review. 
Those  considered  complete  and  responsive  may  be  subjected  to  a triage  review  by  an  NIAID  peer  review  group. 
Those  applications  judged  to  be  competitive  for  award  will  be  reviewed  for  scientific  and  technical  merit  by 
a Review  Committee  convened  by  the  Division  of  Extramural  Activities,  NIAID.  The  second  level  of  review 
will  be  provided  by  the  National  Advisory  Allergy  and  Infectious  Diseases  Council. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues 
or  questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  Michael  Gottlieb 

Parasitology  and  Tropical  Diseases  Branch 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A-37 

Bethesda,  MD  20892 

Telephone:  (301)  496-7115 

FAX:  (301)  402-0804 

Send  the  Letter  of  Intent  and  direct  any  questions  regarding  review  procedures  to: 

Dr.  Olivia  Preble 

Chief,  Microbiology  and  Immunology  Review  Section 
Scientific  Review  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C-20 

Bethesda,  MD  20892 

Telephone:  (301)  496-8208 

FAX:  (301)  402-2638 
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Direct  inquiries  regarding  fiscal  matters  to: 


Mr.  Todd  Ball 

Chief,  Microbiology  Grants  Management  Section 
Grants  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  3A-37 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

Questions  concerning  policies  for  studies  involving  human  subjects  may  be  directed  to: 

Chief,  Assurance  Branch 
Division  of  Human  Subjects  Protection 
Office  for  Protection  from  Research  Risks 
National  Institutes  of  Health 
Bethesda,  MD  20892 
Telephone:  (301)  496-7041 
Fax:  (301)  402-0527 

Schedule 

Letter  of  Intent  Receipt  Date: 

Application  Receipt  Date: 

Scientific  Review  Date: 

Council  Meeting  Date: 

Earliest  Award  Date: 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.856,  Microbiology  and 
Infectious  Disease  Research.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title 
IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under 
PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

ONGOING  PROGRAM  ANNOUNCEMENTS 

MUCOSAL  IW1UNITY  IN  THE  UROGENITAL  TRACT 

NIH  GUIDE.  Volume  22,  Number  1,  January  8,  1993 

PA  NUMBER:  PA-93-034 

P.T.  34;  K.W.  0705075,  0710070 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institute  on  Aging 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

The  Division  of  Allergy,  Immunology  and  Transplantation  (DAIT)  and  the  Division  of  Microbiology  and 
Infectious  Diseases  (DMID)  of  the  National  Institutes  of  Allergy  and  Infectious  Diseases  (NIAID);  the 
National  Institute  on  Aging  (NIA);  the  National  Institute  of  Child  Health  and  Human  Development  (NICHD);  and 
the  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  invite  research  project  grant 
applications  for  support  of  basic  and  preclinical  studies  aimed  at  elucidating  the  normal  and  pathologic 
cellular  and  humoral  immune  responses  in  the  urogenital  tract. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program 
Announcement  (PA),  Mucosal  Immunity  in  the  Urogenital  Tract,  is  related  to  the  priority  area  of  sexually 
transmitted  diseases,  maternal  and  infant  health,  immunization  and  infectious  diseases,  and  diabetes  and 
chronic  disabling  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001 -00473- 1 ) through 
the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-0325  (telephone 
202-783-3238). 


April  12,  1993 
July  13,  1993 
November  1993 
February  1994 
May  1,  1994 
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ELIGIBILITY  REQUIREMENTS 


Research  grant  applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit 
organizations,  public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State 
and  local  governments,  and  eligible  agencies  of  the  Federal  government.  Applications  from  minority 
individuals  and  women  are  encouraged.  Foreign  institutions  are  not  eligible  to  apply  for  the  First 
Investigator  Research  Support  and  Transition  (FIRST)  <R29)  award. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  will  be  the  individual  research  project  grant  (R01)  and  the  FIRST  (R29)  award. 
Multidisciplinary  approaches  that  involve  collaborative  efforts  among  investigators  in  the  fields  of  basic 
immunology,  endocrinology,  urology  and  gynecology  are  strongly  encouraged. 

Policies  that  govern  research  grant  programs  of  the  National  Institutes  of 
Health  (NIH)  will  prevail. 

RESEARCH  OBJECTIVES 

Background 

Although  considerable  progress  has  been  made  in  understanding  the  immune  responses  in  mucosal  surfaces  of 
the  airways  and  the  digestive  tract,  there  is  a serious  lack  of  information  regarding  the  iirmune  responses 
in  the  mucosal  lining  of  the  urogenital  system.  Recent  technologic  advances  should  make  it  possible  to 
isolate  and  characterize  both  the  cells  and  the  molecules  that  participate  in  the  maintenance  of  immune 
homeostasis  in  the  genitourinary  tract. 

Millions  of  women  and  men  of  all  ages  suffer  urinary  and  genital  infections  that  not  only  cause  pain,  but 
could  also  have  unwanted  effects  on  fertility  and  urinary  function.  Despite  control  efforts  to  prevent  the 
spread  of  STDs,  including  human  immunodeficiency  virus  (HIV)  infection,  both  bacterial  and  viral  STDs  remain 
epidemic  in  many  areas  of  the  United  States.  Although  curative  therapy  is  available  for  some  of  these  acute 
infections,  many  individuals  go  on  to  develop  serious  complications  and  chronic  disease.  Furthermore, 
sexually  transmitted  infections  have  also  been  implicated  in  increased  risk  of  HIV  transmission. 

Unfortunately,  except  for  Hepatitis  B,  there  are  no  vaccines  for  STDs.  STD  vaccine  development  is  extremely 
difficult  and  complex  for  reasons  related  primarily  to  (1)  the  nature  of  the  host-pathogen  relationship  and 
(2)  the  consequences  of  co-infection  with  more  than  one  sexually  transmitted  pathogen.  As  obligate 
pathogens  of  humans,  the  etiologic  agents  of  these  diseases  have  evolved  to  effectively  avoid,  subvert,  or 
ignore  the  immunodominant  host  response.  Furthermore,  the  presence  of  multiple  infections  in  the 
reproductive  tract  is  likely  to  complicate  vaccine  development  as  pre-existing  STDs  compromise  epithelial 
barriers  through  tissue  fragility,  induction  of  inflammatory  cytokines  and  the  recruitment  of  target  cells, 
such  as  lymphocytes  (in  the  case  of  HIV),  thereby  lowering  the  infectious  dose  and  compromising  vaccine 
efficacy. 

Detailed  knowledge  of  the  basic  mechanisms  that  normally  participate  in  mucosal  resistance  against  these 
conditions  could  create  new  opportunities  for  vaccine  development  and  intervention. 

Research  Objectives  and  Scope 

Areas  of  interest  include: 

o Phenotypic  and  functional  analysis  of  normal  immune  cell  components  in  the  urogenital  mucosal  linings, 
and  changes  during  puberty,  menopause  and  post-menopause. 

o Studies  on  the  effects  of  steroid  hormones  on  the  composition  and  function  of  immune  cells  normally 
present  in  the  mucosa  of  the  urogenital  tract. 

o Determination  of  the  cellular  and  molecular  factors  that  induce  and  regulate  antibody  production  by 
mucosa l -associated  lymphocytes. 

o Effects  of  different  forms  of  antigen  presentation  and  adjuvants  on  the  development  of  local  immunity. 

o Mechanisms  mediating  the  relationship  between  immune  responses  developing  in  the  urogenital  mucosa  and 
systemic  immunity. 

o Identification  of  critical  factors  that  lead  to  development  of  full  or  partial  protective  immunity  in  the 
mucosal  surfaces  of  the  urogenital  tract. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  1 - January  8,  1993  - Part  I of  II 

17 


o Identification  of  the  kinetic  parameters  of  protective  immune  responses  and  of  new  means  to  enhance  and 
prolong  protective  immunity. 

o Determination  of  the  molecular  basis  for  the  observed  differences  between  the  immune  responses  of  the 
male  and  female  reproductive  tract  and  of  the  influence  of  reproductive  hormones  on  infectivity  and  the  host 
response  to  infection. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN 
AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  that  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based 
studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic 
group.  In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and 
sample  size  appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in 
the  form  PHS  398  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects. 

Appl  icants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation 
of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research 
projects  to  include  representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations 
(i.e.,  Native  Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks, 
Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases, 
disorders  or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort 
should  be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to 
apply  the  results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided.  Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or  minorities  in  a study  design  is 
inadequate  to  answer  the  scientific  question(s)  addressed  AND  the  justification  for  the  selected  study 
population  is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in  the  study  design  and 
will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Appl  icants  are  to  use  the  research  grant  application  form  PHS  398  (rev.  9/91).  For  purposes  of 
identification  and  processing,  check  yes  on  item  2a  of  the  face  page  and  enter  the  title,  PA-93-:  Mucusal 
Immunity  in  the  Genital  Tract.  Applications  will  be  accepted  in  accordance  with  the  standard  submission 
dates  for  new  applications:  February  1,  June  1,  and  October  1.  All  applications  will  be  assigned  by  the 
Division  of  Research  Grants  (DRG)  for  review  according  to  the  NIH  process  for  regular  research  grant 
applications. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed 
research.  If  so,  a letter  of  agreement  from  either  the  GCRC  program  director  or  principal  investigator 
could  be  included  with  the  application. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from 
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the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood 
Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  496-7441. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be 
reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  DRG,  in  accordance  with  the  standard 
NIH  peer  review  procedures.  Following  scientific-technical  review,  the  applications  will  receive  a 
second- level  review  by  an  appropriate  national  advisory  council  or  board. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be 
considered  in  making  funding  decisions:  quality  of  the  proposed  project  as  determined  by  peer  review, 
availability  of  funds,  and  program  balance  among  research  areas  of  the  announcement. 

INQUIRIES 

Requests  for  additional  information  and  questions  regarding  this  program  may  be  directed  to: 

Dr.  Susana  Serrate-Sztein 

Division  of  Allergy,  I mmuno l ogy  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4A20 

Bethesda,  MD  20892 

Telephone:  (301)  496-7985 

FAX:  (301)  402-0175 

Dr.  Penny  Hitchcock 

Sexually  Transmitted  Diseases  Branch 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A21 

Bethesda,  MD  20892 

Telephone:  (301)  402-0443 

FAX:  (301)  402-1456 

Dr.  David  H.  Lavrin 
Biology  of  Aging  Program 
National  Institute  on  Aging 
Gateway  Building,  Room  2C231 
Bethesda,  MD  20892 
Telephone:  (301)  496-6402 

Dr.  Michael  E.  McClure 

Reproductive  Science  Branch,  Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  603 

Bethesda,  MD  20892 

Telephone:  (301)  496-6515 

FAX:  (301)  496-0962 

Dr.  Leroy  M.  Nyberg 

Division  of  Kidney,  Urologic  and  Hematologic  Disorders 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A-05A 

Bethesda,  MD  20892 

Telephone:  (301)  496-8248 
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Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Jeffrey  Carow 

Chief,  Immunology  Grants  Management  Section 
Division  of  Extramural  Affiars 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B29 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  DomesticAssistance,  No.  93.855  - Immunology,  Allergic 
and  Immunologic  Diseases  Research.  Grants  are  awarded  under  the  authority  of  the  Public  Health  Service  Act, 
Section  301  (42  USC  241)  and  adninistered  under  PHS  grants  policies  and  Federal  Regulations,  most 
specifically  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review 

RESEARCH  ON  SALIVARY  GLANDS  AND  SECRETIONS 

NIH  GUIDE.  Volune  22,  Number  1,  January  8,  1993 

PA  NUMBER:  PA-93-032 

P.T.  34;  K.U.  0715148,  0785035 

National  Institute  of  Dental  Research 

PURPOSE 

The  National  Institute  of  Dental  Research  (NIDR)  supports  studies  to  improve  knowledge  of  the  development, 
structure,  function,  and  diseases  of  the  salivary  glands  and  to  determine  the  influence  of  salivary 
constituents  on  oral  health.  Toward  this  end,  the  NIDR  seeks  to  enhance  its  support  of  basic  and  clinical 
research  in  the  broad  area  of  the  salivary  system. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program 
Announcement  (PA),  Research  on  Salivary  Glands  and  Secretions,  is  related  to  the  priority  area  of  oral 
health.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Domestic  applications  may  include  international  components. 
Foreign  institutions  are  not  eligible  for  the  First  Independent  Research  Support  and  Transition  (FIRST) 

(R29)  award.  Applications  from  minority  individuals  and  women  are  encouraged.  Special  eligibility 
requirements  specified  in  the  pertinent  guidelines  for  the  various  mechanisms  available  for  support  of  this 
program  must  be  met. 

MECHANISMS  OF  SUPPORT 

The  mechanisms  available  for  support  of  this  program  include  the  traditional  research  project  grant  (R01), 
the  program  project  grant  (P01),  the  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  award, 
and  the  small  grant  (R03). 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  PA  may  vary,  it  is  anticipated 
that  the  size  of  an  award  will  vary  also. 
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RESEARCH  OBJECTIVES 


Background 

Salivary  gland  research  over  the  past  two  decades  has  been  compartmentalized  into  two  general  areas:  (1) 
salivary  secretions  (extracellular  events)  and  (2)  salivary  glands  (intracellular  processes).  Our  knowledge 
of  salivary  secretions  has  proceeded  at  a faster  pace  than  that  of  intracellular  processes.  Nevertheless, 
salivary  research  is  at  a crossroads  due  to  the  emergence  of  new  biologies,  most  notably  recombinant 
technologies,  cell  biology,  and  protein  engineering.  Indeed,  the  future  of  salivary  research  will  require 
the  integration  of  these  new  disciplines  with  the  more  traditional  disciplines.  Salivary  researchers  are  at 
the  critical  threshold  of  having  a large  volume  of  scientific  information  that  can  be  applied  clinically 
towards  enhancing  natural  defense  mechanisms.  For  example,  studies  in  the  not-too-distant  future  could  be 
directed  toward  topical  vaccines  against  oral  disease,  the  development  of  artificial  salivas,  or  the 
diagnostic  use  of  sialochemistry  by  dental  practitioners.  Before  these  clinical  goals  can  be  achieved, 
however,  additional  research  is  needed  regarding  the  intracellular  and  extracellular  events  that  modulate 
saliva  secretion  and  function.  Finally,  clinical  applications  will  demand  consideration  of  normal  vs.  the 
compromised  host,  normal  vs.  high-risk  populations,  and  local  vs.  systemic  diseases  in  order  to  develop  the 
appropriate  diagnostic  and  treatment  modalities. 

Research  Goals  and  Scope 

The  NIDR  has  been  a mainstay  of  support  for  research  and  related  training  on  salivary  glands  and  their 
secretions  and  has  thus  contributed  to  advances  in  basic  research  and  furthered  progress  in  understanding 
diseases  or  syndromes  in  which  salivary  gland  function  is  compromised.  Based  on  recommendations  by  the 
Dental  Research  Programs  Advisory  Committee  at  its  June  7-8,  1988  meeting,  the  NIDR  "Broadening  the  Scope: 
Long-Range  Research  Plan  for  the  Nineties,"  and  the  NIDR -sponsored  international  conference  on  "Contemporary 
Developments  in  Salivary  Research"  organized  by  Dr.  Michael  J.  Levine  and  held  on  November  6-10,  1991  at 
Buffalo,  New  York,  the  NIDR  desires  to  enhance  its  support  of  both  basic  and  clinical  research  in  the  broad 
area  of  this  announcement.  Accordingly,  applications  are  invited  for  research  project  grants  (including 
minority  research  supplements),  program  project  grants,  FIRST  awards,  and  small  grants  related,  but  not 
limited  to,  the  following  areas: 

o Description  of  the  characteristics  of  the  salivary-associated  lymphoid  tissue  with  emphasis  on:  (a)  the 
mechanisms  of  homing  of  immune  component  cells  to  and  within  salivary  glands,  (b)  the  cellular  elements  and 
factors  regulating  differentiation  and  antibody  production  within  specific  gland  types,  including 
neuropeptide  modulation  of  salivary  immunity,  (c)  the  intrinsic  and  extrinsic  factors  involved  in  the 
ontogeny  of  salivary  immunity,  and  (d)  specific  enhancement  of  host  defenses  using  local  antigen  delivery 
methods. 

o Definition  of  the  molecular  mechanisms  involved  in  salivary  secretion  with  emphasis  on:  (a)  the  diversity 
of  signal  transduction  processes  present  in  different  salivary  tissues  and  species,  (b)  the  mechanisms  of 
sorting  and  packaging  of  stored  proteins  into  secretory  granules  in  acinar  cells,  and  (c)  the  mechanisms  of 
secretory  granule-plasma  membrane  fusion  and  its  role  on  the  process  of  exocytosis. 

o Further  definition  of  the  mechanisms  of  salivary-specific  gene  expression  in  developing  and  adult  glands 
of  various  species  with  emphasis  on:  (a)  the  trans-acting  factors  that  modulate  gene  transcription,  and  (b) 
the  exogenous  factors  that  modulate  gene  expression,  thereby  enabling  genetic  manipulation  of  salivary 
glands  to  address  clinical  problems. 

o Development  of  sophisticated  model  systems  (transgenic  animals  and  immortalized  salivary  gland  epithelial 
cell  lines  with  appropriate  phenotypic  expression)  to  investigate  normal  cellular  processes  and  those 
evident  in  disease. 

o Extension  of  studies  of  the  structure  and  function  of  salivary  macromolecules  to  determine  specific 
functional  domains. 

o Confirmation  of  the  biological  role  of  individual  salivary  molecules  in  vivo. 

o Definition  of  salivary  function  in  acquired  immune  deficiency  syndrome  (AIDS)  and  clarification  of  the 
role  of  salivary  secretions  in  preventing  oral  transmission  of  human  immunodeficiency  virus  (HIV). 

o Further  research  on  the  use  of  saliva  to  diagnose  and  monitor  drug  therapy  and  abuse,  endocrine  function, 
systemic  disease,  oral  health,  genetic  defects,  nutritional  status,  and  age-specific  changes. 

o Further  investigations  on  the  epidemiology,  etiology,  pathogenesis,  diagnosis,  and  treatment  of  salivary 
gland  disorders,  such  as  Sjogren's  syndrome. 

o Development  of  new  sialogogues  and  improved,  long-acting  saliva  substitutes. 
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o Development  of  methods  to  expand  and  improve  function  of  residual  salivary  gland  tissue  after  destructive 
disease  or  therapy  (e.g.,  radiation  or  chemotherapy  to  treat  head  and  neck  cancers).  This  research  should 
include  methods  aimed  at  tissue  repair  and  regeneration. 

o Development  of  organoids  and  techniques  for  the  preservation  and  transplantation  of  salivary  glands. 

It  should  be  reemphasized  that  the  above  list  of  potential  areas  of  investigation  is  not  intended  to  be 
either  comprehensive  or  exclusive,  nor  is  it  in  order  of  priority.  Rather,  it  is  intended  to  exemplify  the 
wide  variety  of  new  and/or  continuing  program  emphases. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN 
AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  for  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based 
studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic 
group.  In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and 
sample  size  appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in 
the  form  PHS  398  (rev.  9/91)  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human 
Subjects.  Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in 
all  research  projects  to  include  representation  of  the  full  array  of  United  States  racial/ethnic  minority 
populations  (i.e..  Native  Americans  [including  American  Indians  or  Alaskan  Natives],  Asian/Pacific 
Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases, 
disorders  or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort 
should  be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to 
apply  the  results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the 
scientific  question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it 
will  be  considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in 
assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  will  be  accepted  in  accordance  with  the  receipt,  Initial  Review  Group,  National  Advisory 
Council,  and  earliest  possible  beginning  dates  specified  in  the  pertinent  application  kits.  The  specific 
application  forms  and  kits  required  in  this  connection  are  available  at  most  institutional  offices  of 
sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants, 
National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  496-7441. 

The  YES  box  must  be  checked  and  the  title.  Research  on  Salivary  Glands  and  Secretions,  and  number  of  the 
announcement  must  be  typed  in  Section  2a  on  the  face  page  of  the  application  form  PHS  398  (rev.  9/91). 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  1 - January  8,  1993  - Part  I of  1 1 

22 


3 1496  00562  6547 


FIRST  award  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page 
of  the  original  application.  FIRST  award  applications  submitted  without  the  required  number  of  reference 
letters  will  be  considered  incomplete  and  will  be  returned  without  review. 


The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 


Division  of  Research  Grants 
National  Institutes  of  Health 
Uestwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 


Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be 
reviewed  for  scientific  and  technical  merit  in  accordance  with  standard  NIH  peer  review  procedures  and  the 
review  criteria  customary  for  the  support  mechanism  selected.  Following  scientific-technical  review,  the 
applications  will  receive  a second- level  review  by  one  or  more  appropriate  national  advisory  councils  or 
boards. 


AWARD  CRITERIA 

Applications  recommended  for  further  consideration  will  compete  for  available  funds  with  all  other 
applications.  The  following  will  be  considered  in  making  funding  decisions:  quality  of  the  proposed 
project  as  determined  by  peer  review,  availability  of  funds,  and  program  balance  among  research  areas  of  the 
announcement.  The  NIDR  appreciates  the  value  of  complementary  funding  from  other  public  and  private 
sources,  including  foundations  and  industrial  concerns,  for  activities  that  will  complement  and  expand  those 
supported  by  the  NIDR. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

G.G.  Roussos,  Ph.D. 

Director,  Salivary  Research  and  Oral  Biology  Centers  Program 
Extramural  Program 

National  Institute  of  Dental  Research 
Westwood  Building,  Room  509 
Bethesda,  MD  20892 
Telephone:  (301)  496-7784 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Theresa  Ringler 

Chief,  Grants  Management  Section 

Extramural  Program 

National  Institute  of  Dental  Research 
Westwood  Building,  Room  510 
Bethesda,  MD  20892 
Telephone:  (301)  496-7437 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.121.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 

**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  UESTUOOO  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  West bard  Avenue 
Bethesda,  M)  20816 
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This  publication  is  also  available  electronically  to  institutions  via  BTTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer.  Contact  Dr.  John  James  at  301/496-7554  for  details,  or  send  an  E-mail  message  to 
ZNS@NIHCU. 


HOT ICES 

mfiPERATIVE  AGREEMENTS  FOR  AIDS  CCTtfJH ITY~ BASED  OUTREACH/ INTERVENTION  RESEARCH 

NIH  GUIDE 

P.T.  34;  K.W.  0715008,  0403004,  0404009,  0411005 
National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse,  (NIDA),  wishes  to  alert  the  research  community  that  the  last  date  for 
acceptance  of  cooperative  agreements  in  response  to  DA-90-02,  "A  COOPERATIVE  AGREEMENT  FOR  AIDS  COMMUNITY- 
BASED  OUTREACH/ INTERVENT  I ON  RESEARCH,"  will  be  January  3,  1993.  After  that  date,  and  until  further  notice, 
no  applications  in  response  to  this  program  announcement  will  be  accepted.  This  program  announcement  was 
originally  published  in  the  NIH  Guide  for  Contracts  and  Grants,  Volume  19,  No. 2,  January  12,  1990.  Volume 
Current  cooperative  agreement  grantees  should  contact  the  Project  Officer  regarding  submission  of  competing 
supplements  focusing  on  emerging  research  related  to  evaluating  the  effectiveness  of  innovative  community- 
level  behavior  change  strategies  to  prevent  the  spread  of  HIV  in  a documented  high  risk,  unreached  or 
understudied  "hidden"  populations  of  out -of -treatment  injection  drug  abusers,  non- injection  cocaine/crack 
users.  Newly  proposed  supplements  are  expected  to  be  consistent  with  the  original  purposes  of  the 
cooperative  agreement. 

INQUIRIES 

Dr.  Richard  Needle 

Community  Research  Branch  Division  of  Clinical  Research 

National  Institute  on  Drug  Abuse 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  301)  443-6720 

REVISED  PAGE  LIMITATIONS  FOR  SHALL  GRANTS 
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P.T.  34;  (C.W.  1014006 

National  Institute  of  Dental  Research 

The  purpose  of  this  notice  is  to  modify  the  National  Institute  of  Dental  Research,  Small  Grant  Announcement 
(PA-91-36),  that  appeared  in  the  NIH  Guide  - Volume  20,  Number  12,  March  22,  1991.  Changes  in  the  reporting 
requirements  for  "Other  Support"  in  form  PHS  398  (Revised  9/91)  have  rendered  impractical  the  25  page 
limitation  for  small  grant  applications. 

Effective  with  the  April  3,  1993  receipt  date,  the  Research  Plan  (Specific  Aims,  Background  and 
Significance,  Preliminary  Studies,  and  Research  Design  and  Methods)  may  not  exceed  ten  pages.  No  appendix, 
including  reprints  or  manuscripts,  may  be  submitted.  Graphs,  diagrams,  tables,  charts  and  photographs  must 
be  included  in  the  body  of  the  application.  Original  glossy  photographs  should  be  included  in  the  original 
application  sent  to  Division  of  Research  Grants,  National  Institutes  of  Health,  and  in  the  two  copies  sent 
to  the  Scientific  Review  Office,  National  Institute  of  Dental  Research.  The  introduction  included  in 
revised  applications  may  not  exceed  one  page.  Applicants  are  reminded  that  the  type  size  limitations 
specified  in  the  General  Instructions,  form  PHS  (Rev.  9/91)  must  be  observed.  All  other  instructions  in 
Program  Announcement-91 -36  remain  in  effect.  Applications  not  conforming  to  the  revised  instructions  will 
be  returned  to  the  applicant  without  review. 

INQUIRIES 

Director,  Extramural  Program 
Westwood  Building  - Room  503 
National  Institute  of  Dental  Research 
Bethesda,  MD  20892-4500 

Telephone  (301)496-7723  (Effective  4/1/93  (301)594-7723) 

CLARIFICATION:  RESEARCH  INFRASTRUCTURE  SUPPORT  PROGRAM  - PA-93-003 

NIH  GUIDE.  Vol.  22,  No.  1,  January  8,  1993 
National  Institute  of  Mental  Health 

Program  Announcement  PA-93-003  (Research  Infrastructure  Support  Program)  was  published  in  the  October  2 "NIH 
Guide  to  Grants  and  Contracts."  The  purpose  of  this  program  is  "to  stimulate  the  development  of  new 
resources  at  institutions  capable  of  developing  and  maintaining  programs  of  clinical  and  services  research 
directed  at  the  major  mental  health  disorders."  An  eligibility  requirement  was  included  that  stated  that 
"applications  may  be  submitted  by  public  and  private,  non-profit  and  for-profit  organizations  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  except  for  those 
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institutions  with  NIMH  research  support  exceeding  $3,000,000  (in  total  costs)  in  fiscal  year  1991." 

Potential  applicants  have  asked  NIMH  staff  about  this  restriction  and  its  interpretation. 

Based  upon  the  above,  thirty  one  institutions  are  ineligible.  Eligible  institutions  must  apply  directly, 
however,  and  not  in  conjunction  with  an  ineligible  one;  e.g.  subcontracting  is  NOT  acceptable.  Thus, 
eligible  institutions  affiliated  with  ineligible  institutions  may  apply,  as  long  as  the  eligible  institution 
is  awarded  the  entire  grant.  Ineligible  applications  submitted  to  DRG  will  be  immediately  administratively 
withdrawn. 

CHANGE  IN  FELLOWSHIP  RECEIPT  DATES 

NIH  GUIDE.  Vol . 22,  No.  1,  January  8,  1993 

P.T.  22;  K.U.  0720005,  1014006 

National  Institutes  of  Health 
Agency  for  Health  Care  Policy  Research 

Effective  April  1,  1993,  there  will  be  a change  in  receipt  dates  for  applications  to  the  PHS  for  individual 
National  Research  Service  Awards  (NRSAs  -■  fellowships,  the  F-series  awards).  This  change  was  made 
subsequent  to  the  merger  of  the  former  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA) 
research  Institutes  with  the  NIH.  The  three  new  Institutes,,  the  National  Institute  on  Alcohol  Abuse  and 
Alcoholism,  the  National  Institute  on  Drug  Abuse,  and  the  National  Institute  of  Mental  Health,  will  now 
expedite  the  review  of  NRSA  fellowship  applications  in  accordance  with  this  longstanding  NIH  practice.  The 
new  receipt  dates  will  apply  to  all  individual  fellowship  applications  (F-  series)  to  the  NIH  Institutes  and 
Centers  as  well  as  to  the  Agency  for  Health  Care  Policy  and  Research. 

The  new  receipt  dates  will  be:  April  5 (instead  of  May  10) 

August  5 (instead  of  September  10) 

December  5 (instead  of  January  10) 

NOTE:  Implementation  of  the  new  receipt  date  schedule  will  begin  with  the  April  5,  1993,  receipt  date;  the 
January  10,  1993,  receipt  date  remains  the  same.  Institutional  Training  Grant  (T  32)  applications  are  not 
affected.  Their  receipt  dates  remain  January  10,  May  10,  and  September  10. 

NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 


INSULATING  BIOHATERIALS 

NIH  GUIDE.  Vol.  22,  No.  1,  January  8,  1993 
RFP  AVAILABLE:  NIH-NINDS-93-04 
P.T.  34;  K.U.  0740050,  0750005 

National  Institute  of  Neurological  Disorders  and  Stroke 

The  Neural  Prosthesis  Program  of  the  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS), 
National  Institutes  of  Health,  is  seeking  a contract  for  the  development  of  biomaterials  for  the  long-term 
insulation  of  implantable  stimulating  and  recording  microelectrodes  and  interconnect  cables.  In-vitro  and 
in-vivo  studies  will  be  conducted.  Insulating  biomaterials,  intended  to  protect  implanted  probes  and  cables 
over  the  lifetime  of  an  implant  recipient,  will  be  developed  and  tested.  The  focus  of  the  work  shall  be  on 
finding  and  characterizing  insulating  biomaterials.  A research  team  with  expertise  in  materials  science, 
biomaterials,  microelectronic  packaging,  and  animal  testing  will  be  required  to  successfully  conduct  this 
research.  It  is  anticipated  that  one  (1)  award  will  be  made  for  a period  of  three  (3)  years  in  September 
1993. 

INQUIRIES 

This  notice  is  not  the  Request  for  Proposals  (RFP).  To  receive  a copy  of  the  RFP,  please  submit  a written 
request  to  the  following  address,  and  supply  this  office  with  two  (2)  self-addressed  mailing  labels.  All 
responsible  sources  shall  be  considered  by  the  agency.  A RFP  will  be  issued  on  or  about  January  29,  1993, 
with  proposals  due  on  March  31,  1993. 

Contracting  Officer 
Federal  Building,  Room  901 

National  Institute  of  Neurological  Disorders  and  Stroke 

Bethesda,  MD  20892 

Attention:  RFP  No.  NIH-NINDS-93-04 
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ELECTRODES  FOR  FUNCTIONAL  NEUROMUSCULAR  STIMULATION 


NIH  GUIDE.  Vol . 22,  No.  1,  January  8,  1993 
RFP  AVAILABLE:  NIH-NINDS-93-05 
P.T.  34;  K.U.  0745047,  0750005 

National  Institute  of  Neurological  Disorders  and  Stroke 

The  Neural  Prosthesis  Program  of  the  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS), 
National  Institutes  of  Health,  is  seeking  a contract  to  develop  stimulating  electrodes  that  permit  safe, 
reliable,  and  graded  activation  of  selected  muscles  for  use  in  functional  neuromuscular  stimulation  (FNS). 
The  studies  will  concentrate  on  developing  electrodes  that  are  capable  of  selectively  activating  specific 
functional  muscle  groups  required  by  a collaborating  clinical  group.  In  order  to  encourage  the  broadest 
conpetition,  the  particular  muscles  to  be  stimulated  are  not  specified.  The  offeror  will  define  this  focus 
in  association  with  a collaborating  clinical  research  group.  Personnel  with  established  expertise  in 
physiology,  biomedical  engineering,  electrode  development,  and  animal  testing  are  needed.  It  is  anticipated 
that  one  award  will  be  made  for  a period  of  three  years  in  September  1993. 

This  notice  is  not  the  Request  for  Proposals  (RFP).  To  receive  a copy  of  the  RFP,  please  submit  a written 
request  to  the  address  indicated  above,  and  supply  this  office  with  two  self  addressed  mailing  labels.  A 
RFP  will  be  issued  on  or  about  January  11,  1993  with  proposals  due  on  March  10,  1993.  All  responsible 
sources  shall  be  considered  by  the  agency. 

Contracting  Officer 
Federal  Building,  Room  901 

National  Institute  of  Neurological  Disorders  and  Stroke 

Bethesda,  MD  20892 

Attention:  RFP  No.  NIH-NINDS-93-05 

MASTER  AGREEMENT  FOR  THE  CLINICAL  EVALUATION  OF  INVESTIGATIONAL  ANTIEPILEPTIC  DRUGS 

NIH  GUIDE.  Vol.  22,  No.  1,  January  8,  1993 

RFP  AVAILABLE:  Master  Agreement  Announcement/RFP  NIH-NINDS-93-07 
P.T.  34;  K.U.  0740010 

National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS) 

The  NINDS  intends  to  reissue  its  Master  Agreement  Announcement/Request  for  Proposals  (MAA/RFP)  entitled: 
"Master  Agreement  for  the  Clinical  Evaluation  of  Investigational  Antiepileptic  Drugs,"  with  the  intent  of 
seeking  new  sources  to  add  to  the  current  pool  of  qualified  Master  Agreement  (MA)  holders.  In  May  1991  the 
NINDS  issued  MAA/RFP  No.  NIH-NINDS-91 - 10  to  renew  its  Master  Agreement  Program  for  performance  of  future 
clinical  evaluation  studies  of  investigational  antiepileptic  drugs  through  January  1997.  In  an  effort  to 
continually  enlarge  the  pool  of  qualified  holders  under  this  program,  the  NINDS,  each  year,  reissues  the 
MAA/RFP.  Current  Master  Agreement  (MA)  holders  are  not  required  to  compete  at  this  time.  MA's  will  be 
awarded  to  those  sources  determined  to  be  technically  capable  of  performing  clinical  evaluations  of 
investigational  antiepileptic  drugs  in  tolerability  and  preliminary  efficacy  studies,  controlled  efficacy 
and  safety  trials,  or  both,  in  patients  with  epilepsy.  Only  MA  holders  will  be  eligible  to  compete  for 
future  Master  Agreements  Orders  (MAOs)  that  fund  for  the  actual  clinical  evaluation  of  specific  drugs  as 
they  become  available  for  testing. 

INQUIRIES 

This  notice  is  not  the  Master  Agreement  Announcement/Request  for  Proposals  (MAA/RFP).  MAA/RFP  No.  NIH- 
NINDS-93-07  will  be  issued  on  or  about  January  15,  1993  with  a tentative  closing  date  set  for  receipt  of 
proposals  on  March  31,  1993.  The  award  of  any  MA  under  this  RFP  will  be  valid  through  January  31,  1997.  It 
is  anticipated  that  as  a result  of  this  MAA/RFP,  a number  of  new  sources  will  be  added  to  the  current  pool 
of  MA  holders.  All  responsible  sources  may  submit  a proposal  that  shall  be  considered  by  the  Government. 

To  receive  a copy  of  MAA/RFP  No.  NIH-NINDS-93-07,  please  submit  a written  request  to  the  following  address, 
and  supply  two  (2)  self-addressed  mailing  labels: 

Contracting  Officer 
Federal  Building,  Room  901 

National  Institute  of  Neurological  Disorders  and  Stroke 
Bethesda,  MD  20892 

Attention:  MAA/RFP  No.  NIH-NINDS-93-07 
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ESTABLISHMENT  OF  A PERINATAL  RESEARCH  FACILITY 


NIH  GUIDE.  Vol.  22,  No.  1,  January  8,  1993 

RFP  AVAILABLE:  NICHD- IRP-92-24 

P.T.  34;  K.W.  0785135,  0785170,  0775025 

National  Institute  of  Child  Health  and  Human  Development 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  seeks  a contractor  to  provide  the 
space,  patient  population,  personnel,  and  support  services  required  by  the  Intramural  Perinatology  Research 
Branch  to  perform  the  research  associated  with  this  project.  The  following  mandatory  qualification  criteria 
are  conditions  that  must  be  met  at  the  time  of  proposal  submission:  (1)  the  prime  contractor  must  be  a 
University-based  medical  center  with  an  appropriate  environment  to  support  clini-  cal  and  laboratory 
research.  Subcontractor  institu-  tion(s)  are  not  required  to  be  University- based  medical  institutions;  (2) 
the  prime  contractor,  including  any  subcontractors,  must  have  a minimum  of  3,500  deliveries  per  year  with  a 
minimum  of  20  percent  high-risk  pregnancies.  Both  the  prime  contractor  and  subcontractors  must  be  located  in 
the  District  of  Columbia  as  mandated  by  Con-  gress;  (3)  the  prime  contractor  must  have  a residency  program 
in  Obstetrics  and  Gynecology  and  Pediatrics  with  Board  approved  fellowships  in  Maternal-Fetal  Medicine  and 
Neonatology;  and  (4)  the  prime  contractor  must  have  a tertiary  care  nursery  and  relevant  pediatric 
subspecialties  (Cardiology,  Surgery,  Clinical  Genetics).  All  responsible  sources  may  submit  an  offer  that 
will  be  considered  by  the  government.  It  is  anticipated  that  one  cost- reimbursement  incrementally  funded 
type  contract  will  be  awarded  under  the  RFP  for  a period  of  five  years.  The  anticipated  starting  date  is 
July  1,  1993.  This  announcement  is  not  a request  from  proposals  (RFP).  RFP-NICHD- IRP-92-24  will  be  issued 
on  or  about  January  15,  1993.  Proposals  will  be  due  approximately  60  days  thereafter. 

INQUIRIES 

Copies  of  the  RFP  may  be  obtained  by  sending  a written  or  Fax  request  to.  Please  Enclose  a self-addressed 
label . 

Paul  J.  Duska,  Contracting  Officer 
Contracts  Management  Branch,  OGC 

National  Institute  of  Child  Health  and  Human  Development 

6100  Building,  Room  7A07 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  301-402-3676 

CLINICAL  CENTERS  FOR  OCULAR  HYPERTENSION  TREATMENT  STUDY 

NIH  GUIDE.  Volume  22,  Number  1,  January  8,  1993 

RFA  AVAILABLE:  EY-93-01 

P.T.  34;  K.W.  0715115,  1002046,  0755015 

National  Eye  Institute 

Application  Receipt  Date:  March  12,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MANY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN 
INQUIRIES,  BELOW. 

PURPOSE 

The  National  Eye  Institute  (NEI)  invites  applications  for  cooperative  agreements  to  support  participating 
clinics  in  the  Ocular  Hypertension  Treatment  Study  (OHTS).  The  OHTS  is  an  investigator-initiated 
randomized,  multicenter,  clinical  trial  to  determine  whether  medical  reduction  of  intraocular  pressure 
prevents  or  delays  the  onset  of  glaucomatous  optic  nerve  and/or  visual  field  damage  in  ocular  hypertensive 
subjects. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Request 
for  Applications  (RFA),  Clinical  Center  for  Ocular  Hypertension  Treatment  Study,  is  related  to  the  priority 
area  of  reducing  significant  visual  impairment  due  to  glaucoma.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report: 
Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  or  private,  such 
as  universities,  colleges,  hospitals,  private  practice  clinicians,  health  maintenance  organizations  or 
managed  health  care  organizations,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  Government.  Applications  from  minority  individuals  and  from  women  are  encouraged. 
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MECHANISM  OF  SUPPORT 


Awards  will  be  made  as  cooperative  agreements  (U10).  This  assistance  mechanism  of  support  will  be  used 
because  there  will  be  substantial,  ongoing  involvement  of  NEI  staff  during  performance  of  the  clinical  trial 
and  interaction  between  the  awardee  and  NEI  staff  during  performance  of  the  project.  This  RFA  is  a one-time 
solicitation. 

FUNDS  AVAILABLE 

It  is  expected  that  approximately  30  to  40  awards  will  be  made  as  a result  of  this  RFA.  The  total  funds 
available  for  the  first  year  of  support  are  expected  to  be  approximately  $1.9  million;  however,  this  support 
level  is  conditional  upon  the  receipt  of  applications  of  substantial  and  significant  scientific  merit. 

Awards  are  expected  to  be  made  in  November  1993.  Although  the  financial  plans  of  the  NEI  provide  for  these 

projects,  awards  pursuant  to  this  RFA  are  also  contingent  upon  the  availability  of  funds. 

RESEARCH  OBJECTIVES 

The  OHTS  is  a randomized,  multicenter  clinical  trial  to  determine  whether  medical  reduction  of  intraocular 
pressure  (IOP)  prevents  or  delays  the  onset  of  glaucomatous  optic  nerve  and/or  visual  field  damage  in  ocular 
hypertensive  subjects.  One  thousand  five  hundred  subjects  with  IOP  greater  than  or  equal  to  26  mm  Hg  in  at 
least  one  eye  (IOP  greater  than  or  equal  to  21  mm  Hg  in  the  fellow  eye)  and  normal  visual  fields  and  optic 

discs  in  both  eyes  will  be  assigned  randomly  to  receive  stepped  medical  treatment  to  both  eyes  or  no 

treatment  to  both  eyes.  These  subjects  are  considered  to  be  at  moderate  risk  for  the  development  of  open- 
angle  glaucoma.  The  subjects  will  be  followed  twice  yearly  with  automated,  threshold,  central,  static 
Humphrey  30-2  perimetry;  yearly  optic  disc  photographs  will  be  taken.  The  study  endpoints  are  progressive 
optic  disc  cupping  and/or  reproducible  glaucomatous  visual  field  loss  in  either  eye  of  a patient.  All 
visual  fields  and  optic  disc  photographs  will  be  read  in  masked  fashion  by  central  reading  centers.  It  is 
projected  that  the  time  required  to  recruit  the  required  patients  will  be  two  years  and  that  each  patient 
will  be  followed  for  a minimum  of  five  years.  Thus,  the  entire  project  period  will  be  seven  years.  During 
the  course  of  the  study,  data  will  be  collected  for  an  analysis  of  the  cost  effectiveness  of  preventative 
treatment  in  ocular  hypertension.  This  will  include  ascertainment  of  both  direct  costs  of  treatment  as  well 
as  indirect  nonmonetary  costs.  In  addition,  data  will  be  collected  on  the  impact  of  medical  treatment  on 
the  patients'  quality  of  life. 

SPECIAL  REQUIREMENTS 

An  organization  applying  as  a clinical  center  in  the  OHTS  must  document  its  capability  to  recruit  25  or  more 
fully  eligible  patients  per  year  for  the  OHTS.  Potential  applicants  are  requested  to  contact  the  person 
named  in  INQUIRIES  to  receive  selected  chapters  from  the  Manual  of  Operations  that  describes  the  details  of 
the  study  design,  inclusion  and  exclusion  criteria  for  patients,  and  the  schedule  of  patient  visits  and 
clinical  procedures. 

The  Principal  Investigator  will  be  responsible  for  all  aspects  of  the  day-to-day  operations  of  his/her 
clinical  center  and  the  local  implementation  of  the  study  protocol.  He/She  will  have  the  primary 
responsibility  to  identify  and  recruit  eligible  patients  for  the  OHTS.  He/She  will  be  responsible  for  the 
follow  up  of  each  patient  enrolled  in  the  clinical  trial  and  submitting  the  required  data  to  the 
Coordinating  Center. 

STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided. 

Applications  without  such  documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

The  Application  for  Public  Health  Service  Grants  Form  PHS-398  (revised  9/91)  must  be  used  in  applying  for 
these  cooperative  agreements.  These  forms  are  available  at  institutional  business  offices  or  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard 
Avenue,  Bethesda,  Maryland  20892. 

Information  about  application  procedures  may  be  obtained  from: 

Janet  M.  Cuca,  Ph.D. 

Review  and  Special  Projects  Officer 
National  Eye  Institute 
Building  31,  Room  6A06 
9000  Rockville  Pike 
Bethesda,  Maryland  20892 

Applications  must  be  received  by  March  12,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned  to  the  applicant. 

REVIEW  CONSIDERATIONS 

Applications  will  be  evaluated  in  accordance  with  the  criteria  stated  below  by  an  initial  review  group  that 
will  be  convened  by  the  Review  and  Special  Projects  Office,  NEI.  Applications  will  then  undergo  second- 
level  review  by  the  National  Advisory  Eye  Council. 
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In  the  event  of  a large  response  to  this  RFA,  applications  may  be  subject  to  triage  by  a peer  review  group 
to  determine  their  relative  scientific  merit.  The  NEI  will  remove  from  further  consideration  those 
applications  judged  by  the  triage  process  to  be  noncompetitive  for  award  and  notify  the  applicant  and 
institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further  review. 

The  factors  considered  in  evaluating  responses  to  this  RFA  will  be: 

1.  Experimental  Design:  adequacy  of  the  participating  clinic's  procedures  for  patient  recruitment  and 
patient  retention  and  followup,  data  collection  and  data  management,  quality  control  of  clinical 
examinations,  training  and  certification  of  personnel,  testing  and  monitoring  of  study  procedures; 

2.  Personnel:  qualifications  of  all  key  personnel  (whether  compensated  from  the  grant  or  not),  including 
their  experience  and  track  record  in  clinical  trials  (NEI -supported  and  other); 

3.  Resources  and  Facilities:  sources  and  numbers  of  ful ly-el igible  patients,  of  patients  with  related 
disorders,  and  of  eligible  patients  likely  to  have  participated  in  the  study  who  were  seen  over  a recent 
one-year  period;  documentation  of  intended  collaborations;  the  clinic's  recruitment  and  retention  track 
record  in  clinical  trials;  the  physical  facilities  and  equipment  available  for  the  study;  and, 

4.  Budget:  appropriateness  and  reasonableness  of  all  items  requested  relative  to  the  overall  scope  of  the 
study,  the  potential  for  patient  recruitment,  and  the  budget  justifications  provided  in  the  application. 

These  competitive  applications  will  undergo  initial  review  by  the  Vision  Research  Review  Committee  on  June 
21-22,  1993,  and  receive  second- level  review  by  the  National  Advisory  Eye  Council  at  its  September  9-10, 
1993,  meeting. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  November  1993.  Funding  decisions  will  be  made  on  the  basis  of  scientific 
and  technical  merit  as  determined  by  peer  review,  program  needs,  and  the  availability  of  funds.  The  total 
cost  of  each  application  will  also  be  taken  into  consideration. 

INQUIRIES 

Written  and  telephone  inquires  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applications  is  welcome.  Potential  applicants  are  requested  to  write  or  telephone 
Dr.  Richard  L.  Mowery  to  receive  copies  of  selected  chapters  from  the  OHTS  Manual  of  Procedures  that  will  be 
helpful  in  preparing  an  application  for  submission. 

Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

Dr.  Richard  L.  Mowery 
Ch  i ef 

Collaborative  Clinical  Research  Branch 

National  Eye  Institute 

Building  31,  Room  6A49 

9000  Rockville  Pike 

Bethesda,  Maryland  20892 

Telephone:  301-496-5983 

FAX:  301-402-0528 

Direct  inquiries  regarding  administrative  matters  to: 

Gaye  Lynch 

Chief,  Grants  Management  Section 
National  Eye  Institute 
Building  31,  Room  6A48 
9000  Rockville  Pike 
Bethesda,  Maryland  20892 
Telephone:  301-496-5884 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.868.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410),  as  amended  by  Public 
Law  99-  158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR 
52  and  45  CFR  Parts  74  and  92,  as  applicable.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

MYCOPLASMA  AND  OTHER  INFECTIOUS  AGENTS  AS  A CAUSE  FOR  RHEUMATIC  DISEASES 

NIH  GUIDE.  Volume  22,  Number  1,  January  8,  1993 
RFA  AVAILABLE:  AR-93-004 

P.T.  34;  K.W.  0715170,  0715103,  0715125,  0715015,  0715126 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
National  Institute  of  Allergy  and  Infectious  Diseases 
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Letter  of  Intent  Receipt  Date:  March  5,  1993 
Application  Receipt  Date:  April  8,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRES, 
BELOW. 

PURPOSE 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NIAMS)  and  the  National  Institute 
of  Allergy  and  Infectious  Diseases  (NIAID)  invite  applications  for  research  aimed  at  studying  the  possible 
causal  relationship  between  mycoplasma  and  other  infections  and  chronic  systemic  rheumatic  diseases.  The 
goal  of  the  RFA  is  to  investigate  whether  any  of  the  chronic  inflammatory  rheumatic  diseases  might  be  caused 
by  infection,  and  if  so,  which  infection  and  by  what  mechanisms. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA, 
Mycoplasma  and  Other  Infectious  Agents  as  a Cause  for  Rheumatic  Diseases,  is  related  to  the  priority  area  of 
chronic  disabling  conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit 
applications  as  Principal  Investigators.  Foreign  institutions  are  not  eligible  for  First  Independent 
Research  Support  and  Transition  (FIRST)  (R29)  awards. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  RFA  will  be  the  National  Institutes  of  Health  (NIH)  research  project  grant 
(R01)  and  the  FIRST  (R29)  award.  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed 
research  will  be  solely  that  of  the  applicant.  Because  the  nature  and  scope  of  the  research  proposed  in 
response  to  this  RFA  may  vary,  it  is  anticipated  that  the  size  of  an  award  will  vary  also.  In  addition  to 
the  requirements  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the 
Public  Health  Service  Grants  Policy  Statement,  DHHS  Publication  No.  (OASH)  90-50-000,  revised  October  1, 
1991.  This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will 
compete  with  all  investigator- initiated  applications  and  be  reviewed  according  to  the  customary  peer  review 
procedures. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed 
research.  If  so,  a letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator 
could  be  included  with  the  application. 

FUNDS  AVAILABLE 

Up  to  $925,000  for  the  first-year  and  additional  approved  expenses  for  up  to  five  years  has  been  committed 
to  fund  applications  submitted  in  response  to  this  RFA.  The  NIAMS  and  the  NIAID  plan  to  make  approximately 
three  to  four  and  one  to  two  awards,  respectively,  in  FY  1993,  contingent  upon  receipt  of  highly  meritorious 
applications.  Funding  beyond  the  first  and  subsequent  years  of  the  grant  will  be  contingent  upon 
satisfactory  progress  during  the  preceding  years  and  the  availability  of  funds. 

RESEARCH  OBJECTIVES 

The  chronic  systemic  rheumatic  illnesses  constitute  an  important  burden  for  the  United  States.  They 
disproportionately  affect  women  and  minority  populations.  These  illnesses  include  rheumatoid  arthritis, 
which  is  estimated  to  affect  up  to  two  percent  of  all  Americans,  systemic  lupus  erythematosus,  juvenile 
arthritis,  and  ankylosing  spondylitis  and  Reiter's  syndrome.  These  illnesses  share  characteristic 
immunologic  abnormalities;  pathologically  they  demonstrate  sterile  inflammation,  i.e.,  inflammation  in  which 
no  infectious  agent  has  been  consistently  identified.  Nonetheless,  based  on  both  anatomic  pathology  and  on 
clinical  characteristics,  suspicion  remains  that  infectious  agents  including  mycoplasma  may  play  an 
important  role  in  the  development  of  these  illnesses. 

In  the  recent  past,  several  systemic  rheumatic  diseases  have  been  demonstrated  to  be  associated  with 
infection,  though  the  precise  relationship  between  infection  and  the  rheumatic  illness  is  not  yet  known. 

The  associations  include  that  of  hepatitis  B infection  with  systemic  necrotizing  vasculitis  (polyarteritis 
nodosa),  hepatitis  C infection  with  IgG-IgM  cryoglobulinemia,  and  the  documentation  that  an  epidemic  form  of 
arthritis,  primarily  in  children,  is  caused  by  infection  with  a previously  unidentified  spirochete  Borrelia 
burgdorferi.  Such  findings  have  given  impetus  to  the  concept  that  infection  can,  in  fact,  trigger  rheumatic 
illness.  Mycoplasma  has  on  occasion  been  suspected  to  be  a trigger,  but  this  hypothesis  remains 
controversial.  Autoantibodies  frequently  found  in  patients  with  rheumatic  illness  parallel  antibodies  that 
occur  in  a variety  of  infectious  illnesses.  The  identification  of  potential  microbial  triggering  agents  for 
the  reactive  arthritis  and  for  the  spondyloarthropathies  and  a demonstration  of  the  potential  molecular 
relationships  between  the  HLA  B27  histocompatibility  antigen  and  certain  enteric  pathogens  gives  further 
support  to  the  hypothesis  that  infection  triggers  rheumatic  diseases. 
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The  identification  of  pathogenic  organisms,  or  description  of  the  relationship  between  acute  or  persistent 
infections  and  chronic  rheumatic  illness,  will  lead  to  dramatic  changes  in  current  concepts  of  therapy  and 
may  lead  as  well  to  effective  preventive  measures.  This  RFA,  therefore,  seeks  research  projects  that  will 
advance  knowledge  in  this  field. 

STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  popula-tions.  If  women  or  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provid-ed. 

Appl  ications  without  such  documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  March  5,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in 
response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of 
subsequent  applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of 
applications.  It  allows  NIAMS  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible 
conflicts  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Tommy  Broadwater  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURE 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants. 
Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from 
the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood 
Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/496-7441 . 

The  completed  and  signed,  typewritten  original  application  and  three  signed,  exact,  clear,  single-sided 
photocopies  must  be  sent  or  delivered  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  under  separate  cover  to: 
Dr.  Tommy  Broadwater 

Chief,  Review  Branch,  Extramural  Program 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  Westwood  Building,  Room  404 
5333  Westbard  Avenue 
Bethesda,  MD  20892 

Applications  must  be  received  by  April  8,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned  to  the  applicant  without  review. 

REVIEW  PROCEDURES 

Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicants  without  further  consideration.  Those 
applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the  criteria  stated  below 
for  scientific  and  technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NIAMS.  Applications 
may  be  subject  to  triage  by  an  NIAMS  peer  review  group  to  determine  scientific  merit  relative  to  other 
applications  received  in  response  to  this  RFA.  Those  applications  judged  to  be  competitive  will  be  reviewed 
for  scientific  and  technical  merit  in  accordance  with  the  usual  NIH  peer  review  procedures  by  an  initial 
review  group  specifically  convened  for  this  RFA.  Following  initial  review,  applications  will  receive  a 
second  level  review  by  the  National  Arthritis  and  Musculoskeletal  and  Skin  Diseases  Advisory  Council  or  the 
National  Allergy  and  Infectious  Diseases  Advisory  Council  unless  not  recommended  for  further  consideration 
by  the  initial  review  group. 

Review  criteria  for  RFAs  are  generally  similar  as  those  for  unsolicited  investigator-initiated  research 
grant  applications. 

Schedule 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 
Initial  Review: 

Second  Level  Review: 
Anticipated  Date  of  Award: 


March  5,  1993 
April  8,  1993 
June  1993 
September  9,  1993 
September  30,  1993 
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AWARD  CRITERIA 


Applications  will  conpete  for  available  funds  with  all  other  applications  responsive  to  this  RFA.  The 
anticipated  date  of  award  is  September  30,  1993. 

INQUIRIES 

Written  and  telephone  inquiries  regarding  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  Susana  A.  Serrate-Sztein 
Director,  Arthritis  Program 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  405 
Bethesda,  MD  20892 
Telephone:  (301)  402-3340 

Dr.  Howard  Dickler 

Chief,  Clinical  Immunology  Branch 

Division  of  Allergy,  Immunology  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4A10 

Bethesda,  MD  20892 

Telephone:  (301)  496-7104 

FAX:  (301)  402-2571 

Direct  inquiries  regarding  fiscal  matters  to: 

Diane  M.  Watson 

Chief,  Grants  Management  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  732A 
Bethesda,  MD  20892 
Telephone:  (301)  402-3352 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.846,  Arthritis, 
Musculoskeletal  and  Skin  Diseases  Research  and  No.  93.855,  Allergy,  Immunology  and  Transplantation  Diseases 
Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301 
(Public  Law  410,  78th  Congress,  as  amended,  42  USC  241)  and  administered  under  PHS  grants  policies  and 
Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

RESEARCH  ON  CAUSAL  MECHANISMS  IN  SYSTEMIC  LUPUS  ERYTHEMATOSUS 

NIH  GUIDE.  Volume  22,  Number  1,  January  8,  1993 
RFA  AVAILABLE:  AR-93-005 

P.T.  34;  K.W.  0715015,  0755030,  1002008,  1002019,  0710070 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  March  5,  1993 
Application  Receipt  Date:  April  8,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES, 
BELOW. 

PURPOSE 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NIAMS)  and  the  National  Institute 
of  Allergy  and  Infectious  Diseases  (N I AID ) invite  applications  focused  on  the  mechanisms  and  causes  of 
tissue  injury  in  systemic  lupus  erythematosus  (SLE).  The  goals  of  the  research  are  to  identify  and  analyze 
the  factors  and  mechanisms  of  tissue  injury  not  only  in  the  kidneys  but  in  the  brain  and  other  organs,  using 
advanced  molecular,  genetic,  and  immunological  approaches;  to  develop  new  experimental  systems  to  study  and 
test  the  pathogenicity  of  human  autoantibodies  and  autoreactive  cells  related  to  lupus;  to  elucidate  the 
genetic  factors  important  in  the  development  of  the  illness;  and  to  characterize  the  mechanisms  involved  in 
induction  or  exacerbation  of  disease  by  environmental  factors. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA, 
Research  on  Causal  Mechanisms  in  Systemic  Lupus  Erythematosus,  is  related  to  the  priority  area  of  chronic 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  1 - January  8,  1993  - Part  II  of  II 

10 


disabling  conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock 
No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit 
applications  as  Principal  Investigators.  Foreign  institutions  are  not  eligible  for  First  Independent 
Research  Support  and  Transition  (FIRST)  (R29)  awards. 

MECHANISM  OF  SUPPORT 

The  mechanisms  of  support  for  this  RFA  will  be  the  National  Institutes  of  Health  (NIH)  research  project 
grant  (R01)  and  the  FIRST  (R29)  award.  Responsibility  for  the  planning,  direction,  and  execution  of  the 
proposed  research  will  be  solely  that  of  the  applicant.  The  total  project  period  for  applications  submitted 
in  response  to  the  present  RFA  may  not  exceed  five  years.  The  anticipated  award  date  is  September  30,  1993. 

Because  the  nature  and  scope  of  the  proposed  research  may  vary,  it  is  anticipated  that  the  size  of  an  award 
will  vary  also.  In  addition  to  the  requirements  stated  in  this  RFA,  awards  will  be  administered  under  PHS 
grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement,  DHHS  Publication  No.  (OASH) 
90-50-000,  revised  October  1,  1991.  This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing 
continuation  applications  will  compete  with  all  investigator- ini tiated  applications  and  be  reviewed 
according  to  the  customary  peer  review  procedures. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed 
research.  If  so,  a letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator 
could  be  included  within  the  application. 

FUNDS  AVAILABLE 

Up  to  $1,925,000  for  the  first-year  and  additional  approved  expenses  for  up  to  five  years  has  been  committed 
to  fund  applications  submitted  in  response  to  this  RFA.  The  NIAMS  and  the  NIAID  plan  to  make  approximately 
seven  to  ten  and  one  to  two  awards,  respectively,  in  FY  1993,  contingent  upon  receipt  of  highly  meritorious 
applications.  Funding  beyond  the  first  and  subsequent  years  of  the  grant  will  be  contingent  upon 
satisfactory  progress  during  the  preceding  years  and  the  availability  of  funds. 

RESEARCH  OBJECTIVES 

Systemic  lupus  erythematosus  (SLE)  is  an  acute  and  chronic  illness  predominantly  affecting  young  women,  and 
affecting  Afro-Americans  disproportionately  to  Americans  of  European  descent.  This  illness  is  characterized 
by  a wide  array  of  humoral  and  cellular  immunological  abnormalities  involving  both  up-regulation  and  down- 
regulation  of  critical  elements  of  the  immune  system.  The  order  in  which  components  of  immunological 
dysregulation  occur,  i.e.,  which  is  a primary  and  which  is  secondary  event,  is  not  well  understood.  In  some 
cases,  the  defective  immune  responses  may  be  genetically  determined.  The  occurrence  of  SLE  is  clearly 
related  to  the  inheritance  of  a specific  HLA  types  and  C4  complement  types,  but  not  all  persons  with  the 
characteristic  genetic  background  are  affected.  To  the  contrary,  identical  twins  discordant  for  disease  are 
regularly  seen,  suggesting  that  environmental  factors  contribute  to  the  disease.  Whether  these  external 
factors  induce  the  initial  occurrence  of  the  disease  or  are  responsible  for  subsequent  flares  of  the  illness 
is  unknown. 

An  immunological  model  of  the  illness  has  dominated  thinking  for  the  past  several  decades.  This  model 
invokes  the  occurrence  of  autoantibodies  (primarily  to  double-stranded  DNA),  the  formation  of  immune 
complexes  consisting  of  these  antibodies  and  their  antigens,  the  deposition  of  these  complexes  in  vulnerable 
areas,  such  as  the  glomerular  basement  membrane,  inducing  complement -dependent  tissue  injury.  This  model 
has  not  satisfactorily  explained  many  forms  of  injury  seen  in  patients  with  lupus,  including  neurological 
and  cardiac  pathology  and  coagulation  abnormalities.  Other  forms  of  tissue  injury  have  occasionally  been 
identified.  These  latter  forms  include  the  activities  of  cytotoxic  antibodies,  pathological  regulation  of  a 
variety  of  cytokines,  coagulation  abnormalities  leading  to  non-  inflammatory  vascular  occlusion,  and  other 
phenomena.  It  is  the  purpose  of  this  RFA  to  explore  these  additional  causes. 

The  RFA  requests  individual  research  projects  (R01  and  R29)  that  address  questions  relevant  to  defining  the 
causes  of  the  disease  and  mechanisms  of  tissue  injury  in  SLE. 

STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications 
without  such  documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  March  5,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  statement,  "submitted  in  response 
to  AR-93-005,  Research  on  Causal  Mechanisms  in  Systemic  Lupus  Erythematosus." 
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Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of 
subsequent  applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of 
applications.  It  allows  NIAMS  and  NIAID  staff  to  estimate  the  potential  review  workload  and  to  avoid 
possible  conflicts  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Dr.  Tommy  Broadwater 

Chief,  Review  Branch,  Extramural  Program 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  404 
Bethesda,  MD  20892 
Telephone:  (301)  496-0754 

APPLICATION  PROCEDURE 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants. 
Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from 
the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood 
Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/496-7441.  Applications  must  be  received  by  April  8, 
1993. 

REVIEW  PROCEDURES 

Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 

Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the  criteria  stated 
below  for  scientific  and  technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NIAMS. 
Applications  may  be  subject  to  triage  by  an  NIAMS  peer  review  group  to  determine  scientific  merit  relative 
to  other  applications  received  in  response  to  this  RFA.  Those  applications  judged  to  be  competitive  will  be 
reviewed  for  scientific  and  technical  merit  in  accordance  with  the  usual  NIH  peer  review  procedures  by  an 
initial  review  group  specifically  convened  for  this  RFA.  Following  initial  review,  applications  will 
receive  a second  level  review  by  the  National  Arthritis  and  Musculoskeletal  and  Skin  Diseases  Advisory 
Council  or  the  National  Allergy  and  Infectious  Diseases  Advisory  Council  unless  not  recommended  for  further 
consideration  by  the  initial  review  group.  The  National  Institute  of  Environmental  Health  Sciences  has 
primary  interest  in  toxicological  influences  of  the  immune  system.  Applications  of  this  description  may  be 
referred  to  that  Institute. 

Review  criteria  for  RFAs  are  generally  similar  as  those  for  unsolicited  investigator-initiated  research 
grant  applications. 

Schedule 

Letter  of  Intent  Receipt  Date: 

Application  Receipt  Date: 

Initial  Review: 

Second  Level  Review: 

Anticipated  Date  of  Award: 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications  responsive  to  this  RFA.  The 
anticipated  date  of  award  is  September  30,  1993. 

INQUIRIES 

Written  and  telephone  inquiries  regarding  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  Susana  A.  Serrate-Sztein 
Director,  Arthritis  Program 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  405 
Bethesda,  MD  20892 
Telephone:  (301)  402-3340 

Dr.  Howard  Dickler 

Chief,  Clinical  Immunology  Branch 

Division  of  Allergy,  Immunology  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4A10 

Bethesda,  MD  20892 

Telephone:  (301)  496-7104 

FAX:  (301)  402-2571 

Direct  inquiries  regarding  fiscal  matters  to: 

Diane  M.  Watson 

Chief,  Grants  Management  Branch 


March  5,  1993 
April  8,  1993 
June  1993 
September  9,  1993 
September  30,  1993 
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National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  732A 
Bethesda,  MD  20892 
Telephone:  (301)  402-3352 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.846,  Arthritis, 
Musculoskeletal  and  Skin  Diseases  Research  and  No.  93.855,  Allergy,  Immunology  and  Transplantation  Diseases 
Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301 
(Public  Law  410,  78th  Congress,  as  amended,  42  USC  241)  and  administered  under  PHS  grants  policies  and 
Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

SYSTEMIC  LUPUS  ERYTHEMATOSUS  IN  U0HEN  AMD  MINORITIES 

NIH  GUIDE.  Volume  22,  Number  1,  January  8,  1993 
RFA  AVAILABLE:  AR-93-006 

P.T . 34,  FF,  II;  K.W.  0715015,  1002004,  1002008,  0785055,  0760002 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Letter  of  Intent  Receipt  Date:  March  5,  1993 
Application  Receipt  Date:  April  8,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRES, 
BELOW. 

PURPOSE 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NIAMS)  invites  applications  for 
research  projects  aimed  at  identifying  the  biological  and  social  factors  that  contribute  to  the 
disproportionate  prevalence  of  systemic  lupus  erythematosus  (SLE)  in  women  and  minority  populations. 

The  goal  of  this  RFA  is  to  promote  research  that  will  improve  our  knowledge  of  the  genetic,  cellular, 
molecular  and  environmental  elements  that  predispose  to  and  initiate  immune  responses  that  lead  to  tissue 
damage  and  clinical  manifestation  of  SLE.  These  studies  include  the  analysis  of  their  possible  interaction 
and  synergy,  and  the  identification  and  characterization  of  critical  epidemiological,  biological  and  geneti 
markers  that  may  be  used  for  diagnosis,  prognosis  or  that  may  be  subject  to  manipulation  as  a means  of 
affecting  disease  outcome  in  women  and  minority  patients. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000",  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA, 
Systemic  Lupus  Erythematosus  in  Women  and  Minorities,  is  related  to  the  priority  area  of  chronic  disabling 
conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238) 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit 
applications  as  Principal  Investigators.  Foreign  institutions  are  not  eligible  for  First  Independent 
Research  Support  and  Transition  (FIRST)  (R29)  awards. 

MECHANISM  OF  SUPPORT 

The  mechanisms  of  support  for  this  RFA  will  be  the  National  Institutes  of  Health  (NIH)  research  project 
grant  (R01)  and  the  FIRST  (R29)  award.  Responsibility  for  the  planning,  direction,  and  execution  of  the 
proposed  research  will  be  solely  that  of  the  applicant.  Because  the  nature  and  scope  of  the  research 
proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that  the  size  of  an  award  will  vary  also.  In 
addition  to  the  requirements  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as 
stated  in  the  Public  Health  Service  Grants  Policy  Statement,  DHHS  Publication  No.  (OASH)  90-50-000,  revised 
October  1,  1991.  This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation 
applications  will  compete  with  all  investigator-initiated  applications  and  be  reviewed  according  to  the 
customary  peer  review  procedures. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed 
research.  If  so,  a letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator 
could  be  included  within  the  application. 
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FUNDS  AVAILABLE 


The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  is  $1.0  million.  Approximately 
four  to  six  awards  are  anticipated.  Funding  will  depend  on  receiving  applications  judged  highly  meritorious 
by  peer  review.  The  total  project  period  for  these  awards  may  not  exceed  five  years.  However,  this  level 
of  support  is  dependent  upon  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIAMS,  the  award  of  a grant  pursuant  to 
this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Systemic  lupus  erythematosus  (SLE)  is  a serious  acute  and  chronic  illness.  The  disease  disproportionately 
affects  women  primarily  between  the  ages  of  15  and  45.  In  the  United  States,  women  of  African  descent  are 
affected  approximately  three  times  as  frequently  as  are  women  of  European  descent.  Worldwide,  similar  sex 
ratios  are  seen,  and  there  have  been  unconfirmed  suggestions  that  in  the  United  States  persons  of  Hispanic, 
East  Asian,  and  Native  American  background  are  affected  more  frequently  than  persons  of  European  ancestry. 

Although  there  are  multiple  genetic  differences  among  different  ethnic  and  racial  groups,  no  single  genetic 
difference  related  to  susceptibility  to  systemic  lupus  erythematosus  has  been  found.  Susceptibility  to  age 
of  onset  and  disease  severity  are  probably  linked  to  multiple  genetic  and  environmental  factors.  These 
factors  may  vary  among  different  populations  defined  by  race  and  gender  but  the  data  are  still  preliminary 
and  incomplete.  Further,  the  effects  of  socioeconomic  status  on  disease  susceptibility,  response  to 
treatment  and  prognosis  remain  unknown. 

Numerous  investigations  focusing  on  the  hormonal  events  of  female  puberty  and  child-bearing  have  provided 
clues  but  no  definitive  answers.  These  clues  have  led  some  clinicians  strongly  to  advise  against  the  use  of 
exogenous  hormones  (oral  contraceptives  and  estrogen  replacement  therapy)  in  persons  with  lupus,  but  there 
is  no  clear  documentation  that  this  advice  is  appropriate. 

The  purpose  of  this  RFA  is  to  provide  data  that  will  answer  some  of  these  questions  and  to  promote  the 
design  and  use  of  new  approaches  to  study  this  problem. 

STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided. 

Applications  without  such  documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  March  5,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in 
response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of 
subsequent  applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of 
applications.  It  allows  NIAMS  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible 
conflicts  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Dr.  Tommy  Broadwater 

Chief,  Review  Branch,  Extramural  Program 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Uestwood  Building,  Room  404 
Bethesda,  MD  20892 
Telephone:  (301)  496-0754 

APPLICATION  PROCEDURE 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants. 
Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from 
the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood 
Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/496-7441. 

The  completed  and  signed,  typewritten  original  application  and  three  signed,  exact,  clear,  single-sided 
photocopies  must  be  sent  or  delivered  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicants  without  further  consideration.  Those 
applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the  criteria  stated  below 
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for  scientific  and  technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NIAMS.  Applications 
may  be  subject  to  triage  by  an  NIAMS  peer  review  group  to  determine  scientific  merit  relative  to  other 
applications  received  in  response  to  this  RFA. 

Those  applications  judged  to  be  competitive  will  be  reviewed  for  scientific  and  technical  merit  in 
accordance  with  the  usual  NIH  peer  review  procedures  by  an  initial  review  group  specifically  convened  for 
this  RFA.  Following  initial  review,  applications  will  receive  a second  level  review  by  the  National 
Arthritis  and  Musculoskeletal  and  Skin  Diseases  Advisory  Council  unless  not  recommended  for  further 
consideration  by  the  initial  review  group. 

Review  criteria  for  RFAs  are  generally  similar  as  those  for  unsolicited  investigator-initiated  research 
grant  applications. 

Schedule 

Letter  of  Intent  Receipt  Date: 

Application  Receipt  Date: 

Initial  Review: 

Second  Level  Review: 

Anticipated  Date  of  Award: 

AUARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications  responsive  to  this  RFA. 

INQUIRIES 

Written  and  telephone  inquiries  regarding  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  Susana  A.  Serrate-Sztein 
Director,  Arthritis  Program 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  405 
Bethesda,  MD  20892 
Telephone:  (301)  402-3340 

Direct  inquiries  regarding  fiscal  matters  to: 

Diane  M.  Watson 

Chief,  Grants  Management  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  732A 
Bethesda,  MD  20892 
Telephone:  (301)  402-3352 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.846,  Arthritis, 
Musculoskeletal  and  Skin  Diseases  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health 
Service  Act,  Title  III,  Section  301  (Public  Law  410,  78th  Congress,  as  amended,  42  USC  241)  and  administered 
under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject 
to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

PREDOCTORAL  FELLOWSHIP  AWARDS  FOR  MINORITY  STUDENTS 

NIH  GUIDE.  Volume  22,  Issue  1,  January  8,  1993 
RFA  AVAILABLE:  GM-93-003 
P.T.  22 

National  Institute  of  General  Medical  Sciences 
Application  Receipt  Date:  April  27,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  AND  GUIDELINES  FROM  THE  CONTACT  NAME 
IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  General  Medical  Sciences  (NIGMS)  is  soliciting  applications  for  individual 
National  Research  Service  Award  (NRSA)  Predoctoral  Fellowships  for  Minority  Students.  These  fellowships 
will  provide  up  to  five  years  of  support  for  research  training  leading  to  either  the  Ph.D.  degree  or  the 
combined  M.D./Ph.D.  or  other  combined  professional  doctorate/research  Ph.D.  degrees  in  the  biomedical 
sciences  for  highly  qualified  students  from  minority  groups  found  to  be  underrepresented  in  the  biomedical 
and  behavioral  sciences.  Support  is  NOT  available  for  individuals  enrolled  in  medical  or  other  professional 


March  5,  1993 
April  8,  1993 
June  1993 
September  9,  1993 
September  30,  1993 
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schools  UNLESS  they  are  enrolled  in  a combined  professional  doctorate/Ph.D.  degree  program  in  biomedical 
research.  The  intent  of  this  Minority  Predoctoral  Fellowship  Program  is  to  make  graduate  fellowships 
available  to  underrepresented  minority  graduates  from  all  institutions,  including  the  many  minority 
undergraduate  students  who  have  participated  in  the  various  NIH-sponsored  programs  to  prepare  them  for 
research  careers.  Graduates  of  the  MARC  Program  are  encouraged  to  apply  to  the  MARC  Predoctoral  Fellowship 
Program. 

ELIGIBILITY  REQUIREMENTS 

Eligibility  for  these  awards  is  limited  to  students  who  are  U.S.  citizens,  non-citizen  nationals,  or 
permanent  U.S.  residents.  Applicants  must  currently  be  enrolled  in  a Ph.D.  or  combined  M.D./Ph.D.  (or  other 
combined  professional  doctorate/research  Ph.D.  graduate)  program  in  the  biomedical  sciences,  or  have  been 
accepted  by  and  agreed  to  enroll  in  such  a graduate  program  in  the  1993-  94  academic  year.  Applicants  must 
be  from  ethnic/racial  groups  that  have  been  determined  by  their  sponsoring  institution  to  be 
underrepresented  in  research  in  the  biomedical  sciences  in  the  U.S.  In  making  these  awards,  the  NIH  will 
give  priority  consideration  to  applications  from  Blacks,  Hispanics,  Native  Americans,  and  Pacific  Islanders 
and  other  ethnic  or  racial  group  members  who  have  been  found  to  be  underrepresented  in  biomedical  or 
behavioral  research  nationally. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  is  the  individual  fellowship  (F31)  awarded  under  the  auspices  of  the  NRSA  Act. 
Except  as  otherwise  stated  in  the  RFA,  awards  will  be  adninistered  under  the  PHS  Grants  Policy  Statement  and 
the  Guidelines  for  National  Research  Service  Awards.  Fellows  receiving  these  awards  are  subject  to  the 
payback  obligations  of  the  National  Research  Service  Award.  The  fellowship  provides  a stipend  for  the 
student's  living  expenses,  applicable  tuition  and  fees,  and  an  annual  institutional  allowance  that  may  be 
used  for  travel  to  scientific  meetings  and  for  laboratory  and  other  training  expenses. 

FUNDS  AVAILABLE 

For  FY  1993,  between  30  and  45  new  fellowship  awards  will  be  made,  if  sufficient  numbers  of  high  quality 
applications  are  received.  In  addition  to  the  NIGMS,  the  following  awarding  components  of  the  NIH  are 
providing  funds  to  support  this  program:  the  National  Institute  on  Aging,  the  National  Institute  on  Alcohol 
Abuse  and  Alcoholism,  the  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases,  the 
National  Cancer  Institute,  the  National  Institute  on  Deafness  and  Other  Communication  Disorders,  the 
National  Institute  of  Environmental  Health  Sciences,  the  National  Eye  Institute,  and  the  National  Heart, 
Lung,  and  Blood  Institute. 

REVIEW  CONSIDERATIONS 

The  review  criteria  include  the  academic  record  and  research  experience  of  the  applicant;  quality  of  the 
graduate  program  in  which  the  applicant  is  already  enrolled  or  plans  to  enroll;  qualifications  and 
research/research  training  experience  of  the  applicant's  sponsor  or  researcher  advisor;  the  match  between 
the  research  interests  of  the  student  and  the  research  advisor/sponsor;  for  advanced  graduate  students, 
scientific  significance,  originality  and  feasibility  of  proposed  research;  and,  for  beginning  students, 
quality  and  clarity  of  stated  research  interests. 

APPLICATION  PROCEDURES 

The  single  receipt  date  for  applications  is  April  27,  1993.  The  regular  fellowship  application  form  PHS 
416-1  (rev. 10/91)  must  be  used  in  applying  for  these  grants. 

These  forms  are  available  at  most  university  business  offices;  from  the  Office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  Maryland  20892, 
Telephone  (301)  496-7441  and  from  the  NIH  program  administrators  named  below. 

INQUIRIES 


Written  and  telephone  inquiries  and  requests  for  the  RFA 
Eckstrand  National  Institute  of  General  Medical  Sciences 
Telephone:  (301)  496-7137  For  fiscal  and  administrative 
Management  Officer  National  Institute  of  General  Medical 
20892  Telephone:  (301)  496-7746 

AUTHORITY  AND  REGULATIONS 


are  encouraged  and  may  be  directed  to:  Dr.  Irene 
Room  918  Westwood  Building  Bethesda,  MD  20892 
matters  contact:  Ms.  Ruth  Monaghan  Deputy  Grants 
Sciences  Westwood  Building,  Room  953  Bethesda,  MD 


Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410, 
as  amended,  42  USC  288)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  66. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  1 - January  8 

16 


1993  - Part  II  of  II 


INTERSTITIAL  CYSTITIS  AMD  OTHER  BLADDER  DISORDERS  OF  WOMEN 


NIH  GUIDE.  Volume  22,  Issue  1,  January  8,  1993 

RFA  AVAILABLE:  DK-93-19 

P.T.  34,  II;  K.U.  0705075,  0715125 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  February  25,  1993 
Application  Receipt  Date:  March  25,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRES, 
BELOW. 

PURPOSE 

The  Division  of  Kidney,  Urologic,  and  Hematologic  Diseases  (DKUHD)  of  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  (NIDDK)  is  soliciting  R01  grant  applications  for  support  of  basic  and  clinical 
studies  focused  on  the  normal  and  abnormal  function  of  the  urinary  bladder,  specifically  as  it  relates  to 
the  urinary  bladder  disorders  of  women:  interstitial  cystitis,  urinary  tract  infections,  and  urinary 
incontinence. 

■ / 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Interstitial 
Cystitis  and  Other  Bladder  Disorders  of  Women,  is  related  to  the  priority  area  of  ciabetes  and  chronic 
disabling  conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock 
No.  017-001 -00474-0)  or  Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  whether 
public  or  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local 
governments,  and  eligible  agencies  of  the  Federal  Government.  Minority  individuals  and  women  are  encouraged 
to  submit  as  Principal  Investigators. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  research  project  grant  (R01).  Responsibility  for  the 
planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Except  as 
otherwise  stated  in  this  announcement,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the 
PHS  Grants  Policy  Statement.  This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competing 
continuation  applications  will  compete  with  all  investigator- initiated  applications  and  be  reviewed 
according  to  the  customary  peer  review  procedures.  The  total  requested  project  period  for  applications 
submitted  in  response  to  this  RFA  may  not  exceed  five  years.  The  average  size  of  an  award  is  anticipated  to 
be  about  $200,000  per  year  total  cost.  The  majority  of  applications  funded  from  this  RFA  will  be  for  the 
support  of  new  projects.  The  earliest  possible  award  date  will  be  September  30,  1993. 

FUNDS  AVAILABLE 

For  FY  1993,  $2,500,000  will  be  committed  by  the  NIDDK  to  fund  applications  submitted  in  response  to  this 
RFA.  It  is  anticipated  that  10  to  15  awards  will  be  made  by  the  NIDDK.  This  funding  level  is  dependent 
upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Applicants  must  limit 
their  requests  to  not  more  than  $160,000  direct  costs  for  the  initial  budget  period.  Although  this  program 
is  provided  for  in  the  financial  plan  of  the  NIDDK  the  award  of  grants  pursuant  to  this  RFA  is  also 
contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  objective  of  this  announcement  is  to  solicit  applications  from  basic  science  and  clinical  investigators 
who  will  develop  new  approaches  to  the  study  of  the  urinary  bladder  and  its  disorders  in  women.  Included  in 
the  scope  of  this  RFA  are  basic  and  clinical  studies  on  bladder  development,  basic  bladder  physiology, 
studies  of  bladder  immunology,  bladder  mucosa,  comparative  studies  with  other  organ  sytems  such  as  the  gut, 
etc.  especially  as  related  to  intersitial  cystitis,  urinary  tract  infections  and  urinary  incontinence. 

SPECIAL  REQUIREMENTS 

Applicants  who  receive  an  award  through  this  announcement  are  expected  to  attend  a yearly  meeting  (convened 
by  the  NIDDK)  of  investigators  to  discuss  progress  and  exchange  research  information.  Funds  to  support  the 
travel  to  these  meetings  may  be  included  in  the  proposed  budget  and  can  be  in  addition  to  other  proposed 
travel.  In  order  to  ensure  that  patient  selection  for  clinical  studies  is  uniform,  the  NIDDK  has 
established  Diagnostic  Criteria  for  research  studies  on  Interstitial  Cystitis  (IC).  All  Grant  Applications 
For  Research  On  IC  that  Use  Human  Subjects  Must  State  That  The  NIDDK  IC  Dignostic  criteria  For  Research  Will 
Be  Applied  To  Patients  Selected  For  Inclusion  In  The  Research  Study.  The  NIDDK  research  criteria  have  been 
published  in  the  Journal  Of  Urology  142(1):  139,  1989  and  the  American  Journal  Of  Kidney  Diseases  8(4)  353, 
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1989.  The  Diagnostic  Criteria  for  other  urological  diseases  that  which  are  studied  must  also  be  defined  in 
the  research  proposal. 

LETTER  OF  INTENT 

Prospective  applicants  are  requested,  but  not  required,  to  submit  a letter  of  intent  to  apply  to  the  RFA. 
This  letter  should  include  the  name,  telephone  number  and  mailing  address  of  the  Principal  Investigator,  the 
names  of  other  key  personnel,  and  the  name  of  the  applicant  institution,  and  the  number  and  title  of  this 
RFA.  Such  a letter  of  intent  is  not  binding  and  it  will  not  enter  into  the  review  of  any  application 
subsequently  submitted,  nor  is  it  a necessary  requirement  for  application.  Letters  of  intent  are  requested 
solely  for  planning  purposes.  The  NIDDK  staff  will  not  provide  responses  to  such  letters.  Letters  of 
intent  must  be  received  no  later  than  February  25,  1993  and  must  be  addressed  to: 

Dr.  Robert  Hammond 
Chief,  Review  Branch 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  605 
Bethesda,  HD  20892 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS-398  (revised  9/91)  is  to  be  used  in  applying  for  these  grants.  The 
form  is  available  from  most  institutional  offices  of  sponsered  research  and  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449, 
Bethesda,  Maryland  20892,  telephone  (301)  496-7441.  The  RFA  label  available  in  the  application  form  must 
be  affixed  to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could  result  in  delayed  processing  of 
the  application  such  that  it  may  not  reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA 
title  and  number  must  be  typed  on  line  2a  of  the  face  page  of  the  application  form  and  check  the  YES  box. 
Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed,  exact 
photocopies,  in  one  package  to:  Division  Of  Research  Grants  National  Institutes  of  Health  Westwood 
Building,  Room  240  5333  Westbard  Avenue  Bethesda,  MD  20892  At  time  of  submission,  two  additional  copies  of 
the  application  must  also  be  sent  under  separate  cover  to:  Dr.  Robert  Hammond  Chief,  Review  Branch  The 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  Westwood  Building,  Room  605  5333  Westbard 
Avenue  Bethesda,  MD  20892  Applications  must  be  received  by  March  25,  1993.  If  an  application  is  received 
after  that  date,  it  will  be  returned  to  the  applicant.  The  Division  of  Research  Grants  (DRG)  will  not 
accept  any  application  in  response  to  this  announcement  that  is  essentially  the  same  as  one  currently 
pending  initial  review,  unless  the  applicant  withdraws  the  pending  application.  However,  it  is  allowable  to 
submit  the  same  project  as  both  an  R01  and  as  a component  project  of  a program  project.  The  DRG  will  not 
accept  any  application  that  is  essentially  the  same  as  one  already  reviewed.  This  does  not  preclude  the 
submission  of  substantial  revisions  of  applications  previously  reviewed.  Such  applications  must  not  only 
include  an  introduction  addressing  the  previous  critique  but  also  be  responsive  to  this  RFA. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  initially  reviewed  by  the  DRG  for  completeness.  Incomplete  applications 
will  be  returned  to  the  applicant  without  further  consideration.  Evaluation  for  responsiveness  to  the 
program  requirements  and  criteria  stated  in  the  RFA  is  an  NIDDK  staff  function.  If  the  application  is  not 
responsive  to  the  RFA,  the  staff  will  contact  the  applicant  to  determine  returned  to  the  applicant,  or 
whether  it  should  be  held  until  the  next  regular  receipt  date  and  reviewed  in  competition  with  all  other 
applications.  Those  applications  are  complete  and  responsive  will  be  evaluated  for  scientific/technical 
merit  by  an  appropriate  peer  review  group  convened  by  the  NIDDK.  Following  this  review,  the  applications 
will  be  given  a secondary  review  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases  Advisory  Council 
unless  not  recommended  for  further  consideration  by  the  initial  review  group.  Review  criteria  for  this  RFA 
are  generally  the  same  as  those  for  unsolicited  research  grant  applications. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  Direct  inquiries  regarding 
programmatic  issues  and  requests  for  the  RFA  to: 

Ralph  L.  Bain,  Ph.D. 

Deputy  Director,  Urology  Program 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A-05 

Bethesda,  MD  20892 

Telephone:  (301)  496-7574 

FAX:  (301)  402-0223 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Trude  McCain 

Grants  Management  Specialist 

Division  of  Extramural  Activities 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

AUTHORITY  AND  REGULATIONS 
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This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849  (NIDDK).  Awards  are 
made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

SPORE  IN  GASTROINTESTINAL  CANCER 

NIH  GUIDE.  Volume  22,  Issue  1,  January  8,  1993 

RFA  AVAILABLE:  CA-93-16 

P.T . 34;  K.U.  0715035,  0705025,  0715085,  0785035,  0795003 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  February  26,  1993 
Application  Receipt  Date:  April  23,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES 
BELOW. 

PURPOSE 

The  Organ  Systems  Coordinating  Branch  of  the  Division  of  Cancer  Biology,  Diagnosis  and  Centers  (DCBDC)  at 
the  National  Cancer  Institute  (NCI)  invites  grant  applications  (P50)  to  establish  Specialized  Programs  of 
Research  Excellence  that  focus  on  human  Gastrointestinal  Cancers  of  highest  incidence  and  mortality.  These 
programs  will  be  established  at  institutions  that  will  make  strong  commitments  to  the  organization  and 
conduct  of  these  programs.  Each  Specialized  Program  of  Research  Excellence  (SPORE)  must  be  dedicated  to 
translational  research  which  moves  basic  research  findings  into  more  applied  research  settings  with  patients 
and  populations  in  order  to  have  the  most  immediate  impact  possible  on  improving  cancer  prevention, 
diagnoses  and  treatment  and  on  reducing  cancer  incidence,  mortality  and  morbidity.  This  could  include  areas 
such  as  the  development  of  new  diagnostic  and  prognostic  tests,  the  conduct  of  innovative  therapeutic 
protocols,  the  development  of  new  primary  and  secondary  prevention  measures,  as  well  as  cancer  control 
studies  and  studies  that  encompass  rehabilitation  and  qual i ty-of- l ife  research.  Each  SPORE  must  1)  both 
address  colorectal  cancer  and  mount  a significant  effort  on  pancreatic  cancer;  2)  represent  a collaborative 
enterprise  between  basic  and  clinical  scientists  in  the  conceptualization  and  implementation  of  research 
projects;  3)  develop  and  maintain  human  cancer  tissue  resources  that  will  benefit  translational  research  in 
these  cancers;  4)  develop  extended  collaborations  in  critical  areas  of  research  need  with  laboratory  and 
clinical  scientists  in  the  parent  institution  and  in  other  institutions;  and  5)  participate  with  other 
SPOREs  and/or  the  NCI  on  a regular  basis  to  share  information,  assess  scientific  progress  in  the  field  and 
identify  new  research  opportunities  for  reducing  colorectal  and  pancreatic  cancer  incidence  and  mortality, 
and  for  increasing  and  improving  survival.  Each  SPORE  must  support  a mix  of  basic  and  clinical  research  and 
focus  on  human  disease. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA, 
"Specialized  Program  of  Research  Excellence  (SPORE)  in  Gastrointestinal  Cancer"  is  related  to  the  priority 
area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-1)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.  C.  20402-9325  (telephone 
202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Domestic  non-profit  and  for-profit  organizations,  institutions  and  government  agencies  are  eligible  to 
apply.  To  be  eligible,  applicant  organizations  must  have  (1)  a minimum  of  three  independent  investigators 
who  are  successful  in  obtaining  peer-reviewed  research  support  directly  related  to  gastrointestinal  cancer, 
and  who  represent  experience  in  both  laboratory  and  clinical  research.  An  alternative  is  a minimum  of  three 
independent  investigators  each  having  published  articles  that  significantly  address  gastrointestinal  cancers 
in  peer-reviewed  research  journals  and  who  combined  represent  experience  in  both  laboratory  and  clinical 
research;  (2)  access  to  a patient  care  and  service  facility  that  serves  gastrointestinal  cancer  patients 
and,  if  the  facility  is  not  part  of  the  parent  institution,  a statement  signed  by  the  responsible  officials 
of  the  applicant  institution  and  the  consortial  care  facility  that  assures  access  to  gastrointestinal  cancer 
patients  for  clinical  research.  While  applications  must  be  submitted  from  a single  institution,  they  may 
include  consortial  arrangements  with  several  institutions  as  long  as  these  arrangements  are  clearly 
delineated,  and  formally  and  officially  confirmed  by  signed  statements  from  the  responsible  officials  of 
each  institution. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  P50  Specialized  Center  Grant  mechanism.  This  mechanism  supports 
any  part  of  the  full  range  of  research  and  development  from  basic  to  clinical  and  intervention  studies.  The 
spectrum  of  activities  comprises  a multidisciplinary  attack  on  a specific  disease  entity  or  biomedical 
problem.  These  grants  differ  from  program  project  grants  in  that  they  are  more  complex  and  flexible  in 
terms  of  the  activities  that  can  be  supported.  In  addition  to  support  for  multidisciplinary  research 
projects,  support  is  also  provided  for  pilot  research  projects,  specialized  resources  and  shared  core 
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facilities.  Applicants  will  be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed  SPORE 
program.  Awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants 
Policy  Statement,  DHHS  Publication  No.  (OASH)  90-50,000  revised  October  1,  1990. 

This  RFA  is  a one-time  solicitation.  The  total  project  period  for  applications  submitted  in  response  to  the 
present  RFA  may  not  exceed  three  years.  The  anticipated  award  date  will  be  September  30,  1993. 

FUNDS  AVAILABLE 

This  RFA  is  a one-time  solicitation.  NCI  anticipates  making  one  or  two  awards  for  initial  project  periods 
of  three  years  and  anticipates  that  a total  of  $1.5  million  will  be  set  aside  for  the  initial  year's 
funding.  Applicants  may  apply  for  part  or  all  of  the  $1.5  million.  High  quality  applications  that  are  not 
fundable  in  FY  1993  may  be  considered  for  funding  in  FY  1994.  Funding  in  response  to  this  RFA  is  dependent 
upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is 
provided  for  in  the  financial  plans  of  NCI,  the  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  the 
anticipated  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  goal  of  this  RFA  is  to  establish  SPOREs,  which  will  assemble  critical  masses  of  laboratory  and  clinical 
scientists  working  together  to  focus  on  human  gastrointestinal  cancers  of  highest  incidence  and  the 
translation  of  basic  findings  into  applied,  innovative  research  with  patients  and  populations.  The  SPORE 
must  address  both  colorectal  cancer  and  pancreatic  cancer  with  a significant  effort  directed  toward  each  of 
these  cancers.  Of  interest  are  studies  that  address  black/white  differences  in  incidence  and  mortality.  The 
ultimate  objective  is  to  reduce  incidence  and  mortality,  and  to  increase  and  improve  survival  to  the 
disease.  The  essential  characteristics  of  a SPORE  include  (1)  a strong  scientific  program  which  will  have  a 
clear  impact  on  the  disease,  (2)  a strong  innovative  pilot  research  program  which  can  respond  quickly  to  new 
research  opportunities,  (3)  a human  colorectal  and  pancreatic  cancer  tissue  procurement  resource  and  other 
resources  specifically  dedicated  to  translational  research  objectives. 

STUDY  POPULATIONS  - SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided. 

Applications  without  such  documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  by  February  26,  1993,  a letter  of  intent  that  includes  the  name 
and  address  of  the  Principal  Investigator  and  identifies  the  component  research  projects,  core  units  and 
their  Principal  Investigators,  any  collaborating  institutions,  and  the  number  and  title  of  the  RFA  in 
response  to  which  the  application  is  being  submitted.  Although  a letter  of  intent  is  not  required,  is  not 
binding  and  does  not  enter  into  the  review  of  subsequent  applications,  it  provides  an  indication  of  the 
number  and  scope  of  the  applications  to  be  reviewed.  The  letter  of  intent  is  sent  to  Dr.  Andrew  Chiarodo, 
whose  address  is  below. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  April  23,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned  to  the  applicant  without  review.  The  Division  of  Research  Grants  will  not  accept  any  application 
in  response  to  this  announcement  that  is  essentially  the  same  as  one  currently  pending  initial  review, 
unless  the  applicant  withdraws  the  pending  application.  The  regular  research  grant  application  form  PHS  398 
(rev.  9/91)  must  be  used  in  applying  for  these  grants.  These  forms  are  available  at  most  institutional 
offices  of  sponsored  research  or  from:  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  Room  449, 
Westwood  Building,  National  Institutes  of  Health,  Bethesda,  MD  20892-4500,  Tel:  (301)  496-7441. 

Specific  instructions  for  preparing  a SPORE  grant  application  are  available  as  a separate  addendum  available 
from  the  Organ  Systems  Coordinating  Branch  (see  below,  INQUIRIES).  These  instructions  should  be  used  in 
preparing  the  application. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  initially  reviewed  for  completeness  by  the  DRG  and  for  responsiveness  by 
the  NCI.  Incomplete  or  non- responsive  applications  will  be  returned  to  the  applicant  without  further 
consideration.  Review  criteria  for  RFAs  are  generally  the  same  as  those  for  unsolicited  research  grant 
applications.  In  addition  to  rating  the  merit  of  individual  components,  peer  reviewers  will  be  asked  to 
judge  the  overall  program  in  the  following  areas:  scientific  merit  and  innovativeness;  evidence  of 
interdependent,  multidisciplinary  design  and  conduct  of  the  research;  potential  for  impacting  on  the 
disease;  institutional  commitment. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  September  30,  1993.  In  addition  to  the  required  elements  as  described 
above  under  Special  Requirements,  the  NCI  will  consider  how  well  the  applicant  institutions  meet  the  goals 
and  objectives  of  the  program  as  described  in  the  RFA,  availability  of  resources,  and  study  populations. 
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INQUIRIES 


Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  are  welcome.  Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues 
to: 

Andrew  Chiarodo,  Ph.D. 

Chief,  Organ  Systems  Coordinating  Branch 
Executive  Plaza  North,  Suite  512 
National  Cancer  Institute 
Bethesda,  MD  20892 
Telephone:  (301)  496-8528 
FAX:  (301)  402-0181 

Direct  inquiries  regarding  fiscal  matters  to: 

Robert  E.  Hawkins 

Grants  Management  Specialist 

Executive  Plaza  South,  Room  216 

National  Cancer  Institute 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  ext.  13 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  catalog  of  Federal  Domestic  Assistance  no.  13.397.  Awards  are  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410  as  amended:  42  USC  241) 
and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 

PATHOGENESIS  OF  INFUUWATORY  BOWEL  DISEASE  AND  CELIAC  DISEASE 

NIH  GUIDE.  Volume  22,  Issue  1,  January  8,  1993 
RFA  AVAILABLE:  DK-93-15 

P.T.  34;  K.W.  0715085,  0710070,  1002019,  1002004,  1002008,  0785055 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 

Letter  of  Intent  Receipt  Date:  February  26,  1993 
Application  Receipt  Date:  April  21,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRES, 
BELOW. 

PURPOSE 

This  Request  for  Applications  (RFA)  invites  new  as  well  as  experienced  investigators  working  in  the  areas  of 
gastroenterology,  epidemiology,  immunology,  physiology,  molecular  and  cell  biology  and  genetics  to  submit 
research  project  grant  applications  in  the  area  of  autoimmune  gastrointestinal  diseases  including  ulcerative 
colitis,  Crohn's  disease  and  celiac  disease.  Applications  are  encouraged  from  any  interested,  especially  new 
investigators,  regardless  of  their  prior  record  of  grant  support. 

HEALTHY  PEOPLE  2000 

The  PHS  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of  "Healthy  People 
2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Pathogenesis  of  Inflammatory  Bowel 
Disease  is  related  to  the  priority  area  of  Diabetes  and  Chronic  Disabling  Conditions.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  or  nonprofit  organizations,  whether  public 
or  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments, 
and  eligible  agencies  of  the  Federal  Government.  Minority  individuals  and  women  are  encouraged  to  submit  as 
Principal  Investigators.  Foreign  institutions  are  not  eligible  for  FIRST  awards. 

MECHANISM  OF  SUPPORT 

The  support  mechanisms  for  this  research  will  be  the  individual  research  grant  (ROI)  and  the  First 
Independent  Research  Support  and  Transition  (FIRST)  Award  R29.  This  is  a one-time  solicitation.  Subsequent 
unsolicited  competing  continuation  applications  will  compete  with  all  investigator- initiated  applications 
and  will  be  reviewed  according  to  customary  peer  review  procedures.  This  RFA  will  provide  the  opportunity 
for  investigators  to  establish  support  for  periods  up  to  five  years  for  meritorious  research  projects 
designed  to  investigate  the  cause,  natural  history  and  treatment  of  Inflammatory  Bowel  Disease  ( IBD)  and 
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celiac  disease.  This  RFA  is  intended  to  support  primarily  new  applications;  however,  applications  for 
continuation  of  currently  funded  projects  will  be  considered  if  they  meet  the  objectives  of  this  RFA.  R01 
awards  are  expected  to  average  approximately  $200,000  per  year  in  total  costs. 

FUNDS  AVAILABLE 

For  FY  1993,  $ 2,000,000  (direct  plus  indirect  costs)  will  be  committed  to  fund  applications  submitted  in 
response  to  this  RFA.  It  is  anticipated  that  10  to  12  awards  will  be  made  depending  upon  the  receipt  of  a 
sufficient  number  of  applications  of  high  scientific  merit.  Applicants  must  limit  their  requests  to  not 
more  than  $160,000  direct  costs  for  the  initial  budget  period.  Although  this  program  is  provided  for  in  the 
financial  plans  of  the  NIDDK,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent  upon  the 
availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Research  objectives  of  this  RFA  should  focus  on  but  are  not  limited  to: 

o the  role  of  the  mucosal  immune  system  and  its  immunoregulation  in  gastrointestinal  inflammation 
characteristic  of  IBD  and  celiac  disease. 

o the  role  and  status  of  inflammatory  mediators,  the  cytokine  system  and  adhesion  molecules  in  IBD  and 
celiac  disease. 

o the  nature  of  the  autoimmune  reactions  characteristic  of  IBD  and  celiac  disease  including  definition  of 
the  autoantigens  and  the  fine  specificity  of  autoantibodies  that  are  detected  in  patients  with  IBD  and 
celiac  disease. 

o genetic  markers  and  specific  gene  products  associated  with  IBD  and  celiac  disease  and  in  particular  the 
molecular  genetics  of  the  major  histocompatibility  complex  in  these  disorders. 

o epithelial  cell  biology  and  its  disturbance  in  gastrointestinal  inflammation  characteristic  of  IBD  and 
celiac  disease. 

o the  role  of  luminal  bacterial  flora  viral  infections  in  IBD  and  celiac  disease. 

o the  epidemiology  of  IBD  and  celiac  disease  with  particular  attention  to  special  populations  and  risk 
factors  for  development  of  these  diseases  as  well  as  their  complications  such  as  sclerosing  cholangitis  in 
ulcerative  colitis  and  lymphoma  in  celiac  disease. 

STUDY  POPULATIONS 

It  is  NIH  policy  that  women  and  minorities  must  be  included  in  clinical  study  populations  unless  there  is  a 
good  reason  to  exclude  them,  and  the  study  design  must  seek  to  identify  any  pertinent  gender  or  minority 
population  differences.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  a letter  of  intent  that  includes  a descriptive  title  of  the 
proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of 
other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which 
the  application  is  being  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does 
not  enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains  is  helpful  in 
planning  for  the  review  of  applications.  It  allows  NIDDK  staff  to  estimate  the  potential  review  workload 
and  to  avoid  possible  conflict  of  interest  in  the  review.  The  letter  of  intent  is  to  be  sent  by  February 
26,  1993  to: 

Robert  Hammond,  Ph.D.,  Chief,  Review  Branch,  NIDDK 
Uestwood  Building,  Room  605 
National  Institutes  of  Health 

Bethesda,  MD  20892  / Tel:  (301)  496-7083;  FAX:  (301)  402-1277 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS-398  (rev.  9/91)  must  be  used  in  applying  for  these  grants.  The  form 
is  available  from  most  institutional  offices  of  sponsored  research  or  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda, 
Maryland  20892;  (301)  496-7441.  Information  describing  the  FIRST  Award  grant  may  also  be  obtained  from 
these  sources.  The  RFA  label  available  in  the  9/91  revision  of  PHS  398  application  form  must  be  affixed  to 
the  bottom  of  the  face  page.  Additional,  detailed  instructions  on  submission  procedures  are  described  the 
RFA. 

Applications  must  be  received  by  April  21,  1993.  Submit  a signed,  typewritten  original  of  the  application, 
including  the  Checklist,  and  three  (3)  signed,  exact  photocopies,  in  one  package  to: 

DIVISION  OF  RESEARCH  GRANTS 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  Maryland  20892 

/ 
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At  the  time  of  submission,  two  (2)  additional  copies  of  the  application  should  also  be  sent  under  separate 


cover  to: 

Robert  Hammond,  Ph.D. 

Westwood  Building,  Room  605 
National  Institutes  of  Health 
Bethesda,  MD  20892 

REVIEW  CONSIDERATIONS 


Applications  that  are  complete  and  responsive  to  the  RFA  will  be  evaluated  by  an  appropriate  peer  review 
group  convened  by  the  NIDDK  in  accordance  with  the  usual  NIH  peer  review  procedures.  Following  review,  the 
applications  will  be  given  a secondary  review  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases 
Advisory  Council  unless  not  recommended  for  further  consideration  by  the  initial  review  group.  Applications 
that  are  incomplete  or  unresponsive  to  the  RFA  will  be  returned  to  the  applicant  or  held  until  the  next 
regular  receipt  date  and  reviewed  by  the  Division  of  Research  Grants. 


INQUIRIES 


Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  Inquiries  regarding  programmatic  issues 
and  requests  for  copies  of  the  full  text  RFA  should  be  directed  to: 

Frank  A.  Hamilton,  M.D.,  HPH 
Westwood  Building,  Room  3A16 
Bethesda,  MD  20892 
Telephone  (301)  496-7821 

Inquiries  regarding  fiscal  matters  should  be  directed  to: 

Mrs.  Thelma  Jones 

Grants  Management  Specialist,  NIDDK 
Westwood  Bldg.  Room  649C 
National  Institutes  of  Health 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.848.  Awards  are  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 


ERRATA 


SKIN  DISEASES  RESEARCH  CORE  CENTERS 

NIH  GUIDE.  Volume  22,  Number  1,  January  8,  1993 

RFA:  AR-93-03 

P.T.  04;  K.W.  0715185,  0710070,  0710031 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Letter  of  Intent  Receipt  Date:  May  10,  1993 
Application  Receipt  Date:  June  18,  1993 

In  the  full  text  of  the  RFA,  under  FUNDS  AVAILABLE,  the  first  sentence  should  read  "The  NIAMS  intends  to 

fund  two  SDRCs  from  this  RFA " As  released,  the  RFA  says  three  rather  than  two.  The  correct  information 

was  provided  in  the  Notice  of  Availability  of  the  RFA. 

INQUIRIES 

Dr.  Michael  Lochshin 
Director  of  Extramural  Programs 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Telephone:  (301 )-496-0802. 


**7 HE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF 
HEALTH.  APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbaid  Avenue 
Bethesda,  MD  20816 
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NOTICES 

NIDCD  REVISED  GUIDELINES  REGARDING  REQUESTED  BUDGETS  AND  SUPPLEMENTS  FOR  PROGRAM  PROJECT  AND  CLINICAL 

RESEARCH  CENTER  APPLICATIONS  1 

National  Institute  on  Deafness  and  Other  Communi cat  ions  Disorders 
INDEX:  DEAFNESS,  COMMUNICATION  DISORDERS 

NOTICES  OF  AVAILABILITY  fRFPs  AMD  RFAs) 

DIGESTIVE  DISEASES  CORE  CENTERS  (RFA  DK-93-13)  . 2 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
INDEX:  DIABETES,  DIGESTIVE,  KIDNEY 


ONGOING  PROGRAM  ANNOUNCEMENTS 


ACADEMIC  RESEARCH  ENHANCEMENT  AWARD  (PA-93-36)  4 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

ASTHMA  AS  A T-CELL-MED IATED  DISEASE  (PA-93-37)  6 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

INDEX:  ALLERGY,  INFECTIOUS  DISEASES;  HEART,  LUNG,  BLOOO 

MULTIPLE  SCLEROSIS  (PA-93-38)  8 

National  Institute  of  Neurological  Disorders  and  Stroke 
INDEX:  NEUROLOGICAL  DISORDERS,  STROKE 

BREAST  CANCER  IN  THE  NORTHEASTERN  AND  MIDDLE  ATLANTIC  UNITED  STATES  (PA-93-39)  11 

National  Cancer  Institute 
INDEX:  CANCER 


ERRATA 


OXIDATIVE  DAMAGE.  ANTIOXIDANT  DEFENSE.  AND  AGING  (PA-93-017)  15 

National  Institute  on  Aging 
INDEX:  AGING 

TUBERCULOSIS  ACADEMIC  AWARD  and  ASTHMA  ACADEMIC  AWARD  (RFAs  HL-93-09-L  and  HL-93-10-L)  15 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOO 


This  publication  is  also  available  electronically  to  institutions  via  BITNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer.  Contact  Dr.  John  James  at  301/496-7554  for  details,  or  send  an  E-mail  message  to  ZNS@NIHCU. 


NOTICES 

NIDCD  REVISED  GUIDELINES  REGARDING  REQUESTED  BUDGETS  AMD  SUPPLEMENTS  FOR  PROGRAM  PROJECT  AND  CLINICAL  RESEARCH 

CENTER  APPLICATIONS 


NIH  GUIDE.  Volume  22,  Ntmber  2,  January  15,  1993 
P.T.  04,  34;  K.U.  1014006 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Since  June  1991  the  National  Institute  on  Deafness  and  Other  Communication  Disorders  (NIDCD)  has  imposed  a 
budgetary  cap  on  new  applications  for  program  projects  and  clinical  research  centers  (See  NIH  Guide  to  Grants 
and  Contracts,  Vol.  19,  No.  46,  December  28,  1990).  This  current  announcement  supersedes  the  December  1990 
announcement.  Effective  with  the  submission  deadline  of  October  1,  1993,  this  budget  cap  is  extended  to  all 
competing  applications.  New  and  competing  continuation  (renewal)  applications  for  program  projects  and  clinical 
research  centers  may  not  exceed  $750,  000  (direct  costs)  in  the  first  year  of  requested  support.  Applications 
exceeding  this  limit  will  be  returned  to  the  applicant  without  further  review.  Future  year  requested  levels 
of  support  must  be  calculated  for  inflationary  increases  only,  using  standard  NIH  guidelines. 

In  addition,  effective  with  the  October  1,  1993  deadline,  supplemental  applications  to  program  projects  and 
clinical  research  centers  will  only  be  accepted  if  they  are  continuations  of  previously- funded  sub-projects. 
The  budget  for  a supplement  must  be  at  the  current  level  of  support  for  the  subproject,  with  inflationary 
increases,  using  standard  NIH  guidelines. 

INQUIRIES 

Budgetary  constraints  have  dictated  the  issuance  of  this  new  policy.  For  additional  information  and  for  NIDCD 
Guidelines  for  the  preparation  of  program  project  and  clinical  research  grant  applications,  please  contact: 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  2 - January  15,  1993 

1 


Ralph  Naunton,  M.D. 

Director,  Division  of  Communication  Sciences  and  Disorders 
National  Institute  on  Deafness  and  Other  Communication  Disorders 
6120  Executive  Plaza  South,  Room  400B 
Bethesda,  MD  20892 
Telephone:  (301)  496-1804 


NOTICES  OF  AVAILABILITY  CRFPs  AND  RFAs) 


DIGESTIVE  DISEASES  CORE  CENTERS 

NIH  GUIDE.  Volume  22,  Number  2,  January  15,  1993 

RFA  AVAILABLE:  DK-93-13 

P.T.  04;  K.W.  0715085,  0785035,  0785055,  0755030 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  June  15,  1993 
Application  Receipt  Date:  July  13,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES  BELOW. 

PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  invites  applications  for  Digestive 
Diseases  Core  Center  grants.  The  NIDDK  anticipates  the  award  of  three  competitive  Digestive  Diseases  Core 
Center  Grants  (P30s)  in  Fiscal  Year  1994. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Digestive  Diseases 
Core  Center,  is  related  to  the  priority  area  of  diabetes  and  chronic  disabling  conditions.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  (not  foreign)  for  profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit  as 
Principal  Investigators. 

Appl  icant  institutions  must  have  an  adequate  base  of  established  programs  of  high  quality  in  laboratory  and/or 
clinical  digestive  diseases  related  research. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  core  center  (P30)  award.  Responsibility  for  the  planning, 
direction,  and  execution  of  the  proposed  center  will  be  solely  that  of  the  applicant.  Awards  will  be 
administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement. 

This  RFA  is  a one-time  solicitation.  The  receipt  of  three  competing  continuation  applications  is  anticipated. 
These  applications  will  compete  for  the  awards  along  with  other  applications  received  in  response  to  this  RFA. 
The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  five  years. 
The  earliest  possible  award  dates  will  be  June  1994  for  one  center  grant  and  September  1994  for  the  other  two 
grants. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 
If  so,  a letter  of  agreement  from  either  the  GCRC  program  director  or  a Principal  Investigator  must  be  included 
with  the  application. 

FUNDS  AVAILABLE 

For  FY  1994,  up  to  $2,307,000  in  total  costs  will  be  committed  to  fund  applications  submitted  in  response  to 
this  RFA.  It  is  anticipated  that  three  awards  will  be  made  with  an  average  size  of  approximately  $750,000  per 
year,  total  costs;  however,  this  funding  level  is  dependent  upon  the  receipt  of  a sufficient  nunber  of 
applications  of  high  scientific  merit.  Applicants  must  limit  their  requests  to  not  more  than  $700,000  direct 
costs  for  the  initial  budget  period.  Included  in  this  $700,000  are  funds  with  a limit  of  $100,000  for  the  pilot 
and  feasibility  program.  Future  budget  period  escalations  should  not  exceed  a four  percent  increase  over  the 
previous  budget  period.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIDDK,  the  award 
of  grants  pursuant  to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this  purpose. 
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RESEARCH  OBJECTIVES 


The  objective  of  the  Digestive  Diseases  Core  Centers  is  to  bring  together  clinical  and  basic  science 
investigators  from  relevant  disciplines  to  enhance  and  extend  the  effectiveness  of  research  related  to  digestive 
diseases  and  their  complications.  There  must  be  an  existing  peer  reviewed  and  funded  program  of  excellence  in 
this  area.  At  least  one  half  of  the  research  must  have  a central  theme  or  focus.  Examples  of  a central  theme 
or  focus  include,  but  are  not  restricted  to,  inflammatory  bowel  disease,  peptic  ulcer  disease,  liver  disease, 
pancreatic  disease,  pediatric  gastrointestinal  disease,  GI  hormones,  GI  motility,  or  gene  therapy.  Core 
facilities  which  enhance  productivity  or  in  other  ways  benefit  a group  of  investigators  working  in  digestive 
diseases  centers  to  accomplish  the  stated  goals  of  the  center  will  be  supported.  Two  other  activities  may  also 
be  supported  with  center  funding:  (1)  a pilot  and  feasibility  grant  program  which  may  include  temporary  salary 
support  for  one  Named  New  Investigator  and  <2)  an  enrichment  program  including  for  example,  seminars,  visiting 
scientists,  consultants,  and  workshops.  Close  cooperation,  communication,  and  col laboration  among  all  involved 
personnel  of  all  professional  disciplines  are  ultimate  objectives. 

SPECIAL  REQUIREMENTS 

At  least  50  percent  of  the  already  funded  research  base  in  a new  application  must  be  supported  by  the  NIDDK. 
In  competing  continuation  applications  the  percent  may  be  less  than  50  percent  due  to,  for  example,  a growing 
research  base  of  investigators  entering  digestive  diseases  from  other  fields.  The  significance  of  the  research 
base  will  be  determined  by  the  initial  review  group. 

STUDY  POPULATIONS 

It  is  NIH  policy  that  women  and  minorities  must  be  included  in  clinical  study  populations  unless  there  is  a good 
reason  to  exclude  them,  and  the  study  design  must  seek  to  identify  any  pertinent  gender  or  minority  population 
differences. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Submission  date:  June  15,  1993 

Contents  should  include  only  a descriptive  title  of  the  proposed  research,  the  name,  address,  and  telephone 
number  of  the  Principal  Investigator,  the  identities  of  other  key  personnel  and  participating  institutions,  and 
the  number  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted.  A letter  of  intent  is 
not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent  applications.  A letter  of  intent 
is  to  be  sent  to: 

Chief,  Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  kidney  Diseases 

Westwood  Building,  Room  605 

Bethesda,  MD  20892 

Telephone:  (301)  496-7083 

FAX:  (301)  402-1277 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  using  form  PHS  398  (rev.  9/91),  available  in  the  business  or  grants  offices 
of  most  academic  or  research  institutions  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants, 
National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MO  20892,  telephone  (301)  496-7441.  The 
RFA  label  available  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page.  Detailed 
instructions  on  submission  procedures  are  described  in  the  RFA. 

REVIEW  CONSIDERATIONS 

Applications  that  are  complete  and  responsive  to  the  RFA  will  be  evaluated  by  an  appropriate  peer  review  group 
convened  by  the  NIDDk  in  accordance  with  the  usual  NIH  peer  review  procedures.  Following  review,  the 
applications  will  be  given  a second  level  review  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases 
Advisory  Council  unless  not  recommended  for  further  consideration  by  the  initial  review  group.  Applications 
that  are  incomplete  or  unresponsive  to  the  RFA  will  be  returned  to  the  applicant.  Review  criteria  are  given 
in  the  RFA. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  It  is  imperative  that  the  RFA  and  the  pamphlet  "Adninistrative 
Guidelines  for  Digestive  Diseases  Core  Centers"  be  obtained  before  an  application  is  prepared.  These  documents 
and  information  about  programmatic  issues  may  be  obtained  from: 

Ms.  Tommie  Sue  Tralka 

Division  of  Digestive  Diseases  and  Nutrition 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A15 

Bethesda,  MD  20892 

Telephone:  (301)  496-9717 
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Inquiries  regarding  fiscal  matters  may  be  directed  to: 


Ms.  Nancy  Dixon 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  637A 
Bethesda,  MD  20892 
Telephone:  (301)  496- 7467 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.848.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  ackninistered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


ACADEMIC  RESEARCH  ENHANCEMENT  AWARD 

NIH  GUIDE.  Volune  22,  Number  2,  January  15,  1993 

PA  NUMBER:  PA-93-36 

P.T.  34;  K.W.  0710030,  0404000,  1014006 

National  Institutes  of  Health 

Appl  i cat i on  Receipt  Date:  June  18,  1993 

PURPOSE 

The  National  Institutes  of  Health  (NIH)  is  making  a special  effort  to  stimulate  research  in  educational 
institutions  that  provide  baccalaureate  training  for  a significant  number  of  the  Nation's  research  scientists, 
but  that  historically  have  not  been  major  recipients  of  NIH  support.  Since  FY  1985,  Congressional 
appropriations  for  the  NIH  have  included  funds  for  this  initiative,  the  Academic  Research  Enhancement  Award 
(AREA)  Program. 

The  AREA  funds  are  intended  to  support  new  research  projects  or  expand  ongoing  research  activities  proposed  by 
faculty  members  of  eligible  institutions  in  areas  related  to  the  health  sciences.  Applications  received  in  June 
1992  for  AREA  grants  to  be  awarded  this  year  (FY  1993)  have  been  reviewed  for  scientific  merit  and  program 
relevance.  Approximately  $13  million  will  be  available  for  the  NIH  AREA  program  in  FY  1993.  As  a result,  about 
130  AREA  grants  will  be  made  from  the  applications  received  June  1992.  Since  it  is  anticipated  that  additional 
funds  will  be  available  next  year,  the  NIH  is  inviting  grant  applications  at  this  time  for  AREA  grants  to  be 
awarded  competitively  in  FY  1994. 

ELIGIBILITY  REQUIREMENTS 

Applicant  Institutions 

o All  domestic  health  professional  schools  and  other  academic  institutions  offering  baccalaureate  or  advanced 
degrees  in  the  sciences  related  to  health  are  eligible,  EXCEPT  those  that  have  received  research  grants  and/or 
cooperative  agreements  from  the  NIH  (including  the  National  Institute  on  Alcohol  Abuse  and  Alcoholism  [NIAAA] , 
the  National  Institute  on  Drug  Abuse  [NIDA],  and  the  National  Institute  of  Mental  Health  [NIMH])  totaling  more 
than  $2  million  per  year  (direct  and  indirect  costs)  in  four  or  more  years  during  the  period  from  FY  1986 
through  FY  1992. 

o For  purposes  of  eligibility  for  the  AREA  program,  "research  grants  and  cooperative  agreements"  include  the 
following  activity  codes  ONLY: 

KOI,  K02,  K04,  K05,  K06,  K08,  K11,  K12,  K14,  K15,  K16,  K20,  K21,  P01,  P40,  P41,  P42,  P50,  P60,  R01,  R03,  R10, 

R21,  R22,  R23,  R24,  R29,  R35,  R37,  R55,  U01,  U10,  U24,  U41,  U42,  and  U54. 

o "Health  professional  schools"  (schools  of  medicine,  dentistry,  osteopathy,  pharmacy,  nursing,  veterinary 
medicine,  public  health,  optometry,  allied  health,  and  podiatry)  means  an  accredited  public  or  non-profit 
private  school  in  a State  that  provides  training  leading  to  a degree  granted  by  that  school,  for  example,  a 
doctor  of  medicine,  a doctor  of  dentistry,  or  equivalent  degree.  The  term  "accredited"  means  a school  or 
program  that  is  accredited  by  a recognized  body  or  bodies  approved  for  such  purpose  by  the  Secretary  of 
Education. 

o "Other  academic  institutions"  means,  as  a SINGLE  eligible  component,  all  other  schools,  departments,  colleges 

and  free-standing  institutes  of  the  institution  except  the  health  professional  schools. 

o Several  applications  proposing  different  research  projects  may  be  submitted  by  an  applicant  institution. 
Proposed  Principal  Investigators: 

o Must  not  have  active  research  grant  support  (including  an  AREA)  from  the  NIH  (including  the  NIAAA,  the  NIDA, 
and  the  NIMH)  at  the  time  of  award  of  an  AREA  grant. 
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o May  not  submit  a regular  NIH  research  grant  application  for  essentially  the  same  project  as  a pending  AREA 
application. 

o Are  expected  to  conduct  the  majority  of  their  research  at  their  own  institution,  although  limited  access  to 
special  facilities  or  equipment  at  another  institution  is  permitted. 

o May  not  be  awarded  more  than  one  AREA  grant  at  a time  nor  be  awarded  a second  AREA  grant  to  continue  the 
research  initiated  under  the  first  AREA  grant. 

APPLICATION  PROCEDURES 

Appli  cations  for  the  AREA  program  will  be  accepted  under  the  application  submission  procedures  of  the  Division 
of  Research  Grants  (DRG),  NIH.  The  research  grant  application  form  PHS  398,  (rev.  9/91),  is  to  be  used  in 
applying  for  an  AREA  grant. 

Appli  cants  must  obtain  the  AREA  Program  Guidelines  containing  supplemental  instructions  for  AREA  applications 
from  the  Office  of  Grants  Inquiries,  DRG,  NIH  (see  address  below).  These  instructions  must  be  followed  in 
preparing  an  application. 

AREA  grants  are  awarded  on  a competitive  basis.  Applicants  may  request  support  for  up  to  $75,000  for  direct 
costs  (plus  applicable  indirect  costs)  for  a period  not  to  exceed  36  months.  No  more  than  $35,000  may  be 
requested  for  direct  costs  for  any  one  year.  Although  this  award  is  non- renewable,  it  will  enable  qualified 
individual  scientists  within  the  eligible  institutions  to  receive  support  for  feasibility  studies,  pilot 
studies,  and  other  small-scale  research  projects  preparatory  to  seeking  more 
substantial  funding  from  the  NIH  research  grant  programs. 

REVIEW  CONSIDERATIONS 

Applications  for  the  AREA  program  will  be  subjected  to  the  standard  peer  review  process  involving  two  sequential 
levels  of  review.  The  first  level  of  review  is  performed  by  initial  review  groups  composed  primarily  of  non- 
Federal  scientists  selected  for  their  competence  in  particular  scientific  fields.  The  second  level  of  review 
is  made  by  the  National  Advisory  Council  or  Board  of  the  NIH  awarding  component  to  which  the  grant  application 
has  been  assigned  by  the  DRG.  These  groups  are  composed  of  both  scientific  and  lay  representatives  who  are 
chosen  for  their  expertise,  interest,  or  activity  in  matters  related  to  the  mission  of  the  individual  awarding 
component.  Council  or  Board  recommendations  are  based  on  both  scientific  merit  and  relevance  to  awarding 
component  program  goals.  In  general,  the  NIH  may  award  a grant  only  if  the  corresponding  application  has  been 
recommended  for  funding  by  both  levels  of  review. 

AWARD  CRITERIA 

Funding  decisions  will  be  based  on  the  proposed  research  project's  scientific  merit  and  relevance  to  NIH 
programs  and  the  institution's  contribution  to  the  undergraduate  preparation  of  doctoral- level  health 
professionals.  Among  projects  of  essentially  equivalent  scientific  merit  and  program  relevance,  preference  will 
be  given  to  those  submitted  by  institutions  that  have  granted  baccalaureate  degrees  to  25  or  more  individuals 
who  have  obtained  academic  or  professional  doctoral  degrees  in  the  health  related  sciences  during  the  period 
1983-1992.  Scientists  working  in  eligible  minority  and  women's  educational  institutions  are  encouraged  to 
participate  in  this  program.  Since  a primary  purpose  of  the  AREA  program  is  to  furnish  support  to  those 
undergraduate  institutions  that  provide  student  training  in  the  sciences,  principal  investigators  are  encouraged 
to  include  the  participation  of  students  in  the  proposed  Research  Plan  to  the  extent  practicable. 

INQUIRIES 

Supplemental  instructions/application  forms 

Those  individuals  and  institutions  meeting  the  eligibility  requirements  may  contact  the  office  named  below  to 
receive  the  AREA  Program  Guidelines  and/or  form  PHS  398  application  packages. 

Academic  Research  Enhancement  Award 
Office  of  Grants  Inquiries 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  449 
Bethesda,  MD  20892 
Telephone:  (301)  496-7441 

Questions  regarding  eligibility,  policies,  procedures,  and  other  adninistrative  aspects  of  the  NIH  AREA  program 
should  be  referred  FIRST  to  the  office  of  sponsored  programs  at  the  institution.  Issues  that  remain  AFTER 
consultation  with  the  institutional  office  of  sponsored  programs  and  that  are  NOT  ADDRESSED  in  the  AREA  Program 
Guidelines  may  be  addressed  to: 

Research  Training  and  Special  Programs  Office 

Office  of  Extramural  Research 

National  Institutes  of  Health 

Building  31,  Room  5B44 

Bethesda,  MD  20892 

Telephone:  (301)  496-1968 

FAX:  (301)  496-0166 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.390.  Grants  will  be  awarded 
under  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC 
241)  and  administered  in  accordance  with  the  PHS  Grants  Policy  Statement  and  Federal  Regulations  at  42  CFR  Parts 
52  and  74. 

ASTHMA  AS  A T-CELL-MEDIATED  DISEASE 

NIH  GUIDE.  Volume  22,  Number  2,  January  15,  1993 

PA  NUMBER:  PA -93 -37 

P.T.  34;  K.W.  0715013,  0710070,  1002008,  0710030 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Heart,  Lung  and  Blood  Institute 

PURPOSE 

The  Division  of  Allergy,  Immunology,  and  Transplantation  (DAIT)  of  the  National  Institute  of  Allergy  and 
Infectious  Diseases  (NIAID)  and  the  Division  of  Lung  Diseases  (DLD)  of  the  National  Heart,  Lung,  and  Blood 
Institute  (NHLBI ) invite  applications  for  support  of  basic  and  preclinical  studies  designed  to  define  the  role 
of  T cell  subsets  and  the  cytokines  that  they  secrete  in  the  inflammation  that  is  characteristic  of  both 
clinical  asthma  and  the  late  phase  reactions  following  bronchial  challenge  with  antigen. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement, 
Asthma  as  a T-cel l -mediated  Disease,  is  related  to  the  priority  area  of  diabetes  and  chronic  disabling  diseases. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-0325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Research  grant  applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations, 
public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women 
are  encouraged.  Foreign  institutions  are  not  eligible  to  apply  for  the  First  Independent  Research  Support  and 
Transition  (FIRST)  Award  (R29). 

MECHANISMS  OF  SUPPORT 

The  mechanisms  of  support  will  be  the  individual  research  project  grant  (R01)  and  the  FIRST  award  (R29). 
Multidisciplinary  approaches  that  involve  collaborative  efforts  among  investigators  in  the  fields  of  basic  and 
clinical  immunology,  allergy,  pulmonology,  biochemistry  and  molecular  biology  are  strongly  encouraged.  Policies 
that  govern  research  grant  programs  of  the  National  Institutes  of  Health  will  prevail. 

RESEARCH  OBJECTIVES 

Background 

The  etiology  of  asthma  remains  poorly  understood.  A series  of  studies  have  recently  emphasized  that  asthma 
is  an  inflammatory  disease  of  the  airways,  and  that  reducing  inflammation  is  critical  for  successful  management 
of  severe  asthma.  The  inflammatory  cells  include  increased  numbers  of  eosinophils,  basophils  and  T lymphocytes. 
Of  particular  interest  from  the  standpoint  of  new  approaches  to  the  pathogenesis  of  asthma  is  the  involvement 
of  T lymphocytes.  In  allergic  asthma,  the  inflammatory  T cells  express  TH2-like  lymphokines  [i.e.,  IL-4  and 
IL-5  but  not  interferon--  (IFN)].  Both  IL-4  and  IL-5  appear  to  be  critically  important  to  allergic 
inflammation. 

The  universality  of  these  findings  in  all  asthmatics  is  controversial.  Some  data  suggest  that  so-called 
"intrinsic"  asthmatics  (who  have  low  total  IgE  levels  and  no  IgE  antibodies  to  known  allergens)  express  the 
cytokines  IL-5  and  IFN,  that  are  not  characteristic  of  known  T-cel l subsets.  In  contrast,  other  data  indicate 
that  all  asthmatics,  including  non-atopic  asthmatics,  have  higher  total  levels  of  IgE  than  non-asthmatics;  high 
levels  of  IgE  presimably  are  associated  with  increased  production  of  IL-4.  The  elevated  levels  of  IgE  may 
represent  IgE  antibody  to  allergen(s).  Indeed,  production  of  IgE  antibodies  to  specific  allergens,  notably 
indoor  allergens  derived  from  dust  mite,  cat  and  cockroach,  is  characteristic  of  a substantial  proportion  of 
asthmatics  and  measures  which  reduce  exposure  to  these  allergens  result  in  asthma  improvement. 

Research  Objectives  and  Scope  - To  elucidate  the  importance  of  T cells  in  the  etiology  of  asthma,  the  NIAID  and 
the  NHLBI  are  soliciting  individual  research  project  grants  that  are  designed  to  define  the  role  of  T cell 
subsets  and  their  secreted  products  in  the  inflammatory  processes  associated  with  asthma.  Such  studies  may 
include  but  are  not  limited  to: 

o Biochemical  and  molecular  characterization  of  bulk  and  ant i gen- spec i f i c T lymphocyte  populations  in  lung  and 
blood,  including  evaluation  of  such  parameters  as  T-cel l receptors,  adhesion  molecules,  and  patterns  of  cytokine 
expression 
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o Correlation  between  T-cell  populations  and  clinical  and  immunological  patient  parameters  such  as  asthma 
severity,  and  levels  of  antigen-specific  and  total  serum  IgE,  basophil  and  eosinophil  accunulation  and 
activation,  and  airways  reactivity. 

o Determination  of  the  effects  on  T-cell  populations  of  agents  useful  in  treatment  of  allergic  diseases  and 
asthma,  such  as  allergen  immunotherapy  and  glucocorticosteroids. 

The  use  of  modern,  state-of-the-art  technology  in  biochemistry  and  molecular  biology  in  these  projects  would 
be  of  great  value. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  that  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
in  items  1-4  of  the  Research  Plan  AND  summarized  in  item  5,  Hunan  Subjects.  Applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the 
full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including  American 
Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single 
minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  hunan  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  hunan  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  hunan  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 

results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided.  Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application 
conforms  to  these  policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to 

answer  the  scientific  question(s)  addressed  AND  the  justification  for  the  selected  study  population  is 

inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected 
in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applicants  are  to  use  the  research  grant  application  form  PHS  398  (rev.  9/91).  For  purposes  of  identification 
and  processing,  check  yes  on  item  2a  of  the  face  page  and  enter  the  PA  number  and  title:  "PA-93-37:  Asthma  as 
a T-cel l-mediated  Disease".  Applications  will  be  accepted  in  accordance  with  the  standard  submission  dates  for 
new  applications:  February  1,  June  1,  and  October  1. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 
If  so,  a letter  of  agreement  from  either  the  GCRC  program  director  or  principal  investigator  should  be  included 
with  the  application. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  (301)  496-7441. 

The  completed  signed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 
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For  FIRST  award  (R29)  applications,  three  reference  letters  (in  sealed  envelopes)  must  be  attached  to  the  face 
page  of  the  original  application  and  submitted  with  the  application.  Failure  to  provide  the  three  reference 
letters  will  result  in  return  of  the  application  to  the  investigator. 

REVIEW  PROCEDURES 

Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be 
reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research  Grants  (DRG),  NIH, 
in  accordance  with  the  standard  NIH  peer  review  procedures.  Following  scientific-technical  review,  the 
applications  will  receive  a second-level  review  by  an  appropriate  national  advisory  council  or  board. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be 
considered  in  making  funding  decisions:  quality  of  the  proposed  project  as  determined  by  peer  review, 
availability  of  funds,  and  program  balance  among  research  areas  of  the  announcement. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome.  Direct  inquiries  regarding  programmatic  issues  to: 

Marshall  Plaut,  M.D. 

Division  of  Allergy,  Immunology  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  -Bui Iding,  Room  4A23 

Bethesda,  MD  20892 

Telephone:  (301)  496-8973 

FAX:  (301)  402-2571 

Susan  P.  Banks-Schlegel,  Ph.D. 

Division  of  Lung  Diseases 

National  Heart,  Lung  and  Blood  Institute 

Westwood  Building,  Room  6A15 

Bethesda,  MD  20892 

Telephone:  (301)  496-7332 

FAX:  (301)  496-9886 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Jeffrey  Carow 

Immunology  Grants  Management  Section 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  8ui Iding,  Room  4B29 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

Tanya  McCoy 

Division  of  Extramural  Affairs 
National  Heart,  Lung  and  Blood  Institute 
Westwood  Building,  Room  4A17A 
Bethesda,  MD  20892 
Telephone:  (301)  496-4970 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.855  and  No.  93.838.  Grants  are 
awarded  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241)  and  Title  IV,  Part  A 
(Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants 
policies  and  Federal  Regulations,  most  specifically  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

MULTIPLE  SCLEROSIS 

NIH  GUIDE.  Volume  22,  Nunber  2,  January  15,  1993 
PA  NUMBER:  PA-93-38 

P.T.  34;  K.W.  0715140,  0755030,  0765033 

National  Institute  of  Neurological  Disorders  and  Stroke 

PURPOSE 

The  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS),  a component  of  the  National  Institutes  of 
Health,  invites  research  grant  applications  seeking  support  of  a wide  spectrun  of  research  on  multiple 
sclerosis. 

Multiple  sclerosis  (MS)  is  one  of  the  most  common  neurological  disorders  of  young  adults.  It  has  been  estimated 
that  there  are  about  250,000  to  300,000  MS  patients  in  the  U.S.,  and  some  200  new  cases  are  diagnosed  each  week. 
Median  duration  of  the  disease  is  over  30  years.  MS  is  a chronic  demyel inating  disease  of  the  central  nervous 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  2 - January  15,  1993 

8 


system,  thought  to  be  of  autoimmune  pathogenesis,  whose  etiology  may  involve  genetic,  viral,  and  immunological 
factors.  Affected  patients  may  exhibit  neurological  abnormalities  such  as  visual  and  other  sensory 
disturbances,  and  partial  or  complete  paralyses.  The  course  of  the  disease  may  vary  from  relapsing-remitting 
to  a chronic-progressive  course.  Because  this  disabling  disease,  without  effective  treatment,  afflicts  young 
adults  with  near  normal  life  expectancy,  the  cost  of  medical  care,  including  patient  rehabilitation  and  loss 
of  productivity,  represent  an  economic  burden  estimated  to  be  in  excess  of  $2.5  billion  annually. 

Progress  and  achievements  in  brain  and  nervous  system  research  culminated  in  the  Congressional  House  resolution 
and  Presidential  Proclamation  declaring  the  Decade  of  the  Brain  (1990s).  NINDS's  Implementation  Plan  pointed 
out  unsolved  problems,  and  offered  recommendations  for  significant  and  profitable  research  areas  to  pursue. 
In  support  of  these  recommendations,  NINDS  is  issuing  this  program  announcement  soliciting  grants  from 
individuals  in  all  disciplines  for  support  of  research  into  the  etiology  and  pathogenesis  of  HS,  and  in  research 
areas  that  are  directly  and  indirectly  relevant  to  MS. 

HEATHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement 
(PA),  Multiple  Sclerosis,  is  related  to  the  priority  area  of  chronic  disabling  diseases.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  foreign  and  domestic  institutions,  for-profit  and  non-profit  organizations, 
public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Applications  from  minority  institutions,  minority 
individuals,  and  women  are  particularly  encouraged.  Foreign  institutions  are  not  eligible  for  R29,  P01,  K04, 
K08,  F32,  and  T32. 

MECHANISM  OF  SUPPORT 

Research  support  may  be  requested  through  application  for  an  individual  investigator  originated  research  project 
grant  (R01).  Applications  from  new  investigators  who  have  not  received  previous  PHS  research  grant  support  may 
apply  for  a First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29).  To  apply  for  the  support 
of  a more  broadly  based  multidisciplinary  research  program,  the  research  program  project  (P01)  mechanism  is 
suggested.  NINDS  also  provides  support  for  the  career  development  of  clinical  investigators  through  Clinical 
Investigator  Development  Award  (K08),  and  development  of  young  scientists  through  Research  Career  Development 
Awards  (K04),  Individual  National  Research  Service  Awards  (fellowships)  (F32),  and  Institutional  National 
Research  Service  Awards  (T32). 

RESEARCH  OBJECTIVES 

There  are  a number  of  research  directions  whose  exploration  may  shed  new  light  on  understanding  the  causation, 
pathogenesis,  diagnosis,  and  potential  treatment  of  this  important  chronic  disease.  This  program  announcement 
seeks  to  stimulate  and  encourage  ideas  that  can  compete  successfully  for  support  through  grants- in-aid  from 
NINDS.  Examples  of  research  goals,  many  of  which  may  lend  themselves  to  study  in  man  as  well  as  in  animal 
models  and  in  in  vitro  systems,  that  may  be  considered  for  research  grant  applications  in  response  to  this 
program  announcement  would  include,  but  are  not  limited  to,  the  following: 

o Further  genetic  studies  of  the  human  disease  and  its  animal  models  are  needed.  There  is  some  limited 
evidence  in  humans  that  there  is  a predilection  to  the  development  of  MS  in  individuals  with  a particular 
genetic  makeup.  A familial  tendency  is  noted  with  moderate  risk  increases  in  twins  and  first  degree  relatives 
of  index  cases.  There  are  significant  variations  in  MS  prevalence  in  various  ethnic  groups  and  geographic 
variation  in  the  disease.  In  animal  model  disorders  such  as  Experimental  Autoimmune  Encephalomyelitis,  there 
is  very  pronounced  evidence  of  genetic  factors  of  susceptibility  and  resistance. 

o Genetic,  hormonal,  and  other  innovative  studies  are  needed  to  elucidate  the  reason(s)  for  the  pronounced 
susceptibility  of  women  to  this  disorder  and/or  the  relative  sparing  of  men. 

o Cell  biological  studies  of  normal  and  pathological  functions  and  interactions  of  oligodendroglia,  myelin, 
and  neurons  are  needed  to  shed  light  on  mechanisms  of  demyel ination  and  remyelination  in  MS. 

o There  is  a need  for  further  studies  of  protein  and  lipid  synthetic  mechanisms  in  myelin  assembly.  Knowledge 
of  mechanisms  controlling  transcription  and  translation  of  proteins,  limiting  enzymes,  lipid  pathways,  and 
myelin  maintenance  could  give  new  information  into  the  control  and  pathways  of  demyel inating  disorders. 

o Studies  are  encouraged  on  cytokine  expression  during  phases  of  MS,  including  studies  of  cytokine  activity 
in  plaque  material  and  in  cerebrospinal  fluid  during  active  and  quiescent  phases  of  the  disease. 

o The  bases  of  central  nervous  system  inflammation  as  precursor  or  companion  of  demyel ination  deserve  further 
study.  Examples  of  active  research  include  studies  of  lymphocyte  trafficking  in  relation  to  blood-brain- 
barrier,  studies  of  cell  adhesion  and  other  recognition  molecules,  and  studies  of  heat  shock  protein  (HSP) 
expression  by  glial  cells.  Additional  studies  are  warranted  on  the  role  of  cellular  surface  and  adhesion 
molecules  in  normal  development  and  in  demyel inating  disease. 

o Proposals  are  solicited  for  innovative  neuroimaging  methods  for  in  vivo  studies  of  demyelinating  disorders, 
including  new  approaches  to  MS  lesion  quantification.  There  is  a special  need  for  development  of  new  techniques 
for  improved  classification  of  MS  lesions.  These  technologies  could  be  usefully  applied  both  in  patients  and 
in  animal  model  systems. 
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o Further  studies  of  viruses  are  needed,  especially  those  that  initiate  demyel inating  diseases,  utilizing 
primary  inflammatory  and  indirect  immunological  mechanisms,  despite  many  years  of  failure  to  identify  a specific 
viral  cause  or  single  inducing  antigen  in  humans. 

o Expansion  of  epidemiological  and  demographical  studies  of  MS  are  encouraged. 

o There  is  a need  for  rigorously  designed  and  well  controlled  clinical  trials  of  promising  new  therapeutic 
modalities. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder,  or  condition  under  study.  Special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  that  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS 
398  in  Sections  1-4  of  the  Research  Plan  and  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However, 
NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation 
of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including 
American  Indians  or  Alaska  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies 
on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or 
conditions,  including  but  not  limited  to  clinical  trials.  The  usual  NIH  policies  concerning  research  on  human 
subjects  also  apply.  Basic  research  or  clinical  studies  in  which  hunan  tissues  cannot  be  identified  or  linked 
to  individuals  are  excluded.  However,  every  effort  should  be  made  to  include  human  tissues  from  women  and 
racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided.  Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application 
conforms  to  these  policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to 
answer  the  scientific  question(s)  addressed  AND  the  justification  for  the  selected  study  population  is 
inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected 
in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Use  form  PHS  398  (rev.  9/91)  to  apply  for  R01,  R29,  P01,  K04,  1(08,  and  T32.  Additional  instructions  and 
substitute  pages  are  included  with  the  PHS  398  kit  for  K04,  K08,  and  T32.  Application  receipt  dates  for  R, 
K,  and  P grants  are:  February  1,  June  1,  October  1;  for  T grants:  January  10,  May  10,  September  10;  and  for  F 
grants:  April  5,  August  5,  December  5.  "NINDS  Application  Guidelines  for  Program  Project  (P01)  and  Center  (P50) 
Grants"  (rev.  4/92),  as  are  guidelines  for  Clinical  Investigator  Development  Award  (K08),  are  available  upon 
request  from  the  Program  Administrator  identified  below. 

Application  kits  are  available  at  most  business  and  grants  and  contracts  offices  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Uestwood  Building,  Room 
449,  5333  Uestbard  Avenue,  Bethesda,  Maryland  20892,  telephone  (301)  496-7441. 

On  the  first  (face)  page,  item  2a,  of  the  application,  the  word  "yes"  must  be  checked  and  the  title  and  number 
of  the  announcement  typed  in  the  space  provided:  "Multiple  Sclerosis"  PA-93-38. 

FIRST  award  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of 
the  original  application.  FIRST  award  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

The  original  and  five  copies  of  the  application  must  be  sent  or  delivered  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Uestwood  Building,  Room  240 
Bethesda,  MO  20892** 
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The  Division  of  Research  Grants,  NIH,  serves  as  central  point  for  receipt  of  applications. 

Appl  icants  front  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 
If  so,  a letter  of  collaboration  from  the  GCRC  Program  Director  or  Principal  Investigator  should  be  included 
with  the  application. 

REVIEW  CONSIDERATIONS 

Appl  ications  received  under  this  PA  will  be  assigned  to  an  Initial  Review  Group  ( IRG)  in  accordance  with 
established  PHS  referral  guidelines.  The  IRGs,  that  are  composed  primarily  of  non-federal  scientific  and 
technical  experts,  will  review  applications  for  scientific  and  technical  merit.  Following  IRG  review,  the 
applications  will  receive  a second-level  review  by  one  or  more  appropriate  Advisory  Councils. 

AWARD  CRITERIA 

The  standard  review  criteria  will  be  used  to  assess  the  scientific  merit  of  applications. 

Appl  ications  will  compete  for  available  funds  with  all  other  applications.  The  following  will  be  considered 
when  making  funding  decisions: 

o Quality  of  the  proposed  projects  as  determined  by  peer  review; 
o Availability  of  funds; 
o Program  balance  among  research  areas. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome.  Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  A.  P.  Kerza-Kwiatecki 

Division  of  Demyel inating.  Atrophic,  and  Dementing  Disorders 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  804 

7550  Wisconsin  Avenue 

Bethesda,  HD  20892 

Telephone:  (301)  496-1431 

FAX:  (301)  402-2060 

Direct  inquiries  regarding  fiscal  matters  to: 

Hs.  Laura  Wi l l iams 

Grants  Management  Branch,  Division  of  Extramural  Activities 

National  Institute  of  Neurological  Disorder#  and  Stroke 

Federal  Building,  Room  1004 

7550  Wisconsin  Avenue 

Bethesda,  HD  20892 

Telephone:  (301)  496-9231 

FAX:  (301)  402-0219 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.853  and  93.854.  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 

BREAST  CANCER  III  THE  NORTHEASTERN  AND  MIDDLE  ATLANTIC  UNITED  STATES 


NIH  GUIDE.  Volune  22,  Number  2,  January  15,  1993 
PA  NUMBER:  PA-93-39 

P.T.  34;  K.W.  0715035,  0710030,  1002019,  1002008,  0710070,  0710095 

National  Cancer  Institute 

PURPOSE 

Despite  significant  strides  in  prevention,  diagnosis,  and  treatment,  breast  cancer  continues  to  be  a leading 
cause  of  death  in  the  United  States.  It  has  been  estimated  that  approximately  46,000  women  will  die  of  breast 
cancer  in  the  United  States  in  1993  and  that  about  18  percent  of  all  female  cancer  deaths  in  the  U.S.  will  be 
due  to  malignancies  of  the  breast.  The  average  annual  U.S.  mortality  rate  for  breast  cancer  is  27.5  per  hundred 
thousand.  Of  particular  concern  are  recent  data  that  point  to  an  unexplained  increase  in  breast  cancer 
incidence,  and  to  breast  cancer  mortality  rates  that  exceed  the  national  average,  among  women  residing  in 
certain  of  the  northeastern  and  mid-Atlantic  states. 

In  the  Report  of  the  Senate  Committee  on  Appropriations,  regarding  the  bill  (H.R.  5677)  making  Fiscal  Year  1993 
appropriations  for  the  Departments  of  Labor,  Health  and  Human  Services,  Education  and  Related  Agencies,  there 
was  included  the  following  language:  "The  Committee  is  concerned  by  the  high  breast  cancer  mortality  rates  in 
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the  northeastern  and  mid-Atlantic  regions  of  the  country  and  directs  the  National  Cancer  Institute  to  conduct 
a study  with  update  for  four  succeeding  years  for  the  purpose  of  determining  the  factors  contributing  to  the 
high  breast  cancer  mortality  rates  in  Connecticut,  Delaware,  Maryland,  Massachusetts,  New  Hampshire,  New  Jersey, 
New  York,  Rhode  Island,  Vermont  and  the  District  of  Columbia." 

The  National  Cancer  Institute  (NCI)  has  devoted,  and  will  continue  to  devote,  significant  resources  to  studies 
of  breast  cancers.  However,  not  only  does  a great  deal  remain  to  be  accomplished  so  that  more  effective 
preventive,  diagnostic,  and  therapeutic  modalities  can  be  established,  but  more  emphasis  on  pertinent  basic 
research  is  also  necessary.  This  Program  Announcement  (PA)  is  one  of  several  initiatives  that  serve  to  notify 
and  reaffirm  to  the  scientific  community  the  continuing  commitment  of  the  NCI  to  expanding  research  support  in 
basic  and  applied  studies  of  the  etiology,  biology  and  immunology,  genetic  regulation,  diagnosis,  treatment, 
assessment  of  demographics,  patterns  of  care,  and  strategies  for  control  and  prevention  of  breast  cancer,  but 
specifically  to  identify,  as  a matter  of  the  highest  Institute  priority,  the  support  of  such  studies  as  they 
may  apply  to  populations  within  the  localities  identified  in  the  Congressional  language  cited  above.  Research 
under  this  program  amouncement  also  may  include  data  collection,  statistical  analysis  and  mathematical 
modeling,  health  services  research,  and  information  database  linkage  studies  to  monitor  progress  toward  cancer 
control. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Breast  Cancer  in 
the  Northeastern  and  Middle  Atlantic  U.S.,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Sunmary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Docunents,  Government  Printing 
Office,  Washington,  DC  20402-0325  (telephone  202 -7S3- 3238). 

ELIGIBILITY  REQUIREMENTS 

Research  grant  applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations, 
public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Applications  are  encouraged  from,  but  not  limited 
to,  sites  with  direct  access  to  the  affected  populations  in  the  Northeastern  United  States.  Further,  the  NCI 
is  especially  interested  in  receiving  applications  from  women  and  from  minority  investigators.  Foreign 
institutions  are  not  eligible  for  the  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  award. 

MECHANISMS  OF  SUPPORT 

Support  of  this  program  will  be  through  the  research  project  grant  (R01)  or  the  First  Independent  Research 
Support  and  Transition  (FIRST)  award  (R29)  as  well  as  through  competing  supplemental  awards  to  currently  active 
research  project  grants  (R01)  or  Method  to  Extend  Research  in  Time  (MERIT)  awards  (R37).  While  there  is  no 
limit  or  cap  on  the  amount  of  total  cost  of  an  individual  award  under  this  program,  it  is  anticipated  that  the 
average  annualized  direct  cost  of  awards  made  under  this  PA  will  be  approximately  $35,000  for  competing 
supplements,  $75,000  for  FIRST  awards  and  $150,000  for  new  research  project  grants.  Investigators  holding 
active  R01  or  R37  grants  to  study  breast  cancer  or  related  subjects,  with  at  least  one  year  of  support  remaining 
at  the  time  of  the  anticipated  award,  or  individuals  desiring  to  apply  for  support  under  the  R01  or  R29 
mechanisms,  are  specifically  encouraged  to  apply  for  grants  citing  this  program  announcement. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  program  is  to  provide  support  for  investigators  to  pursue  promising  avenues  of  research 
addressed  to  breast  cancer  incidence  and  mortality  occurring  in  the  aforementioned  geographical  areas.  Studies 
may  directly  involve  populations  within  this  geographical  area,  e.g.,  in  clinical  investigations,  or  may  be 
concerned  with  the  full  range  of  biological,  genetic,  environmental,  occupational,  behavioral  or  clinical 
factors  that  may  be  relevant  to  the  disease  in  these  populations. 

Topics  of  interest  include: 

o studies  of  whether  or  not  excess  mortality  can  be  identified  as  a direct  consequence  of  excess  incidence  in 
these  jurisdictions  or  is  due  entirely  or  in  part  to  other  factors,  such  as  late  stage  at  diagnosis  or  problems 
with  access  or  availability  of  good  quality  care; 

o delineation  of  demographic  characteristics,  including  prevalence  of  personal,  family,  or  socioenvi ronmental 
risk  factors  that  could  be  expected  to  result  in  higher  than  average  incidence  rates,  such  as  age  at  menarche, 
age  at  first  birth,  use  of  exogenous  hormones,  and/or  dietary  patterns; 

o assessment,  through  environmental  measurements  and  biochemical  analyses,  of  differences  in  exposure  among 
appropriate  samples  of  women  in  areas  of  low  and  high  breast  cancer  incidence  (e.g.,  to  dietary  and  nutritional 
factors,  to  electromagnetic  fields,  to  toxic  substances,  especially  pesticides,  herbicides  or  contaminants  from 
sewage  in  drinking  water  and  food);  and 

o approaches  to  elucidate  racial/ethnic/socioeconomic  differences  with  respect  to  breast  cancer  incidence  and 
mortality  and  the  potential  role(s)  of  suspected  risk  factors,  for  regions  in  these  jurisdictions  having 
heterogeneous  populations. 

Interdisciplinary  collaborations  between  geneticists,  molecular  biologists,  epidemiologists,  environmental 
health  scientists,  public  health  officials  and  others  are  encouraged.  While  applications  will  be  accepted 
within  any  of  NCI's  relevant  extramural  program  areas  as  outlined  below,  the  Institute  would  strongly  urge  the 
submission  of  competing  supplemental  applications  proposing  novel  projects  that  represent  laboratory- to-cl inic 
transitions  in  breast  cancer  or  that  offer  the  opportunity  for  participation  of  women  or  underrepresented 
minority  individuals. 
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The  NCI  is  composed  of  four  program  Divisions  that  support  extramural  research  relevant  to  this  program 
announcement.  The  spectrun  of  research  supported  by  these  Divisions  is  as  follows: 

The  NCIs  Division  of  Cancer  Etiology  plans  and  directs  a national  program  of  basic  research  including 
laboratory,  field,  and  epidemiologic  and  biometric  research  on  the  cause  and  natural  history  of  cancer  and  means 
for  preventing  cancer,  and  evaluates  mechanisms  of  cancer  induction  and  promotion  by  chemicals,  viruses,  and 
environmental  agents.  Representative  types  of  research  activities  appropriate  to  this  program  announcement 
include,  but  are  not  limited  to,  assessment  of  the  relative  contributions  and  interactions  of  lifestyle, 
environment,  occupation,  genetic  factors,  viruses,  and/or  metabolism  on  the  risk  of  cancers  of  the  breast.  In 
addition,  integrated  multidisciplinary  studies  in  chemical  carcinogenesis  are  encouraged  to  identify  epithelial 
cell  markers  for  various  stages  of  transformation,  to  identify  inhibitors  of  carcinogenesis  including  natural 
inhibitors  in  the  human  environment,  and  to  determine  the  specific  molecular  changes  that  occur  as  epithelial 
cells  are  transformed. 

The  Division  of  Cancer  Biology,  Diagnosis,  and  Centers  supports  research  on  the  cellular  and  molecular  biology 
of  malignant  cells,  the  role  of  the  immune  system  in  tumor  growth  (including  vaccine  research)  and  progression 
and  on  the  transfer  of  basic  research  findings  to  clinical  application  for  the  improved  diagnosis/prognosis 
of  cancer.  In  the  area  of  cancer  biology,  areas  of  emphasis  include,  but  are  not  limited  to:  soluble  factors 
(e.g.,  hormones,  growth  factors),,  and  matrix  and  membrane  macromolecules  that  modulate  the  growth  of  tunor 
cells;  the  regulation  of  the  expression  of  these  effectors  and  the  mechanism  of  action;  and  the  genetic  events 
responsible  for  progression  of  tunors  to  a highly  malignant  and  metastatic  state.  In  the  area  of  cancer 
immunology,  specific  interests  include,  but  are  not  limited  to:  cellular  and  humoral  immune  recognition  of  tumor 
antigens,  methods  of  improving  immune  killing  of  tumor  cells,  immune  control  of  tunor  metastasis,  other 
regulatory  effects  of  the  immune  system  on  tumor  growth,  and  tumor  modulation  of  host  immune  function.  Studies 
are  specifically  solicited  for  further  research  in  these  areas  of  immunology  aimed  at  the  eventual  development 
of  vaccines  for  the  primary  or  secondary  prevention  of  these  cancers.  In  the  area  of  cancer  diagnosis,  areas 
of  emphasis  include,  but  are  not  limited  to:  more  precise  staging  of  tumors  for  prognostic  and  therapeutic 
decision  making,  more  effective  monitoring  of  response  to  therapy,  earlier  detection  of  both  initial  and 
recurrent  tumors,  and  identification  of  populations  at  risk  for  developing  particular  cancers. 

The  Division  of  Cancer  Prevention  and  Control  plans,  develops,  directs,  and  coordinates  research  on  prevention, 
control,  and  community  oncology.  Representative  studies  involve  the  identification  and  evaluation  of  agents 
that  may  inhibit  carcinogenesis  (initiation,  promotion,  transformation,  and/or  progression).  These  studies 
could  include  identification  of  appropriate  agents  through  literature  searches  or  laboratory  methods,  efficacy 
and  toxicology  studies  in  animals  to  aid  in  selection  of  materials  for  human  studies,  and  phase  I and  II 
clinical  trials  of  potential  preventive  agents.  Other  research  could  focus  on  reduction  of  cancer  morbidity 
and  mortality  through  early  detection  including  identification  of  biological  markers  of  risk,  exposure,  and 
pre-malignant  events  of  progression.  Research  on  the  roles  of  nutrients,  food  groups,  and  other  dietary 
components  in  cancer  incidence  is  appropriate  including  the  influence  of  dietary  factors  on  the  modulation  of 
cancer  risk  markers  or  intermediate  endpoints.  Cancer  control  includes  research  on  the  development  and  testing 
of  intervention  strategies  to  modify  personal,  social,  and  lifestyle  factors  known  to  contribute  to  the 
development  and/or  increased  risk  of  cancer,  and  multidisciplinary  intervention  research  aimed  at  addressing 
minority,  underserved,  and  other  special  populations. 

The  Division  of  Cancer  Treatment  plans,  directs,  and  coordinates  an  integrated  program  of  preclinical  and 
clinical  cancer  treatment  research  with  the  objective  of  curing  or  controlling  cancer  in  hunans  by  utilizing 
single  or  combination  treatment  modalities.  The  tunor  site  addressed  by  this  program  announcement  currently 
requires  multimodality  treatment  for  optimal  management  of  all  stages  and  presentations  of  disease,  but  these 
treatment  methods  cause  serious  morbidity  and  fail  to  cure  most  patients  with  advanced  disease.  In  preclinical 
cancer  treatment  research,  there  is  an  urgent  need  to  translate  recent  developments  in  the  molecular  biology 
of  cancer  into  the  discovery  of  new  anticancer  treatments  whose  actions  will  be  highly  specific  for  particular 
genes  or  gene  products.  Exciting  areas  that  may  be  exploited  include  oncogenes  such  as  the  HER-2/neu  oncogene 
in  breast  cancer,  suppressor  genes,  signal  transduction,  celt  cycle  regulation,  growth  factors/receptors, 
metastasis,  and  angiogenesis.  Several  approaches  will  be  necessary  to  take  advantage  of  these  new 
opportunities.  Additional  topics  include,  but  are  not  limited  to,  drug  discovery  of  new  anticancer  agents, 
biochemical  and  molecular  mechanisms  of  antitumor  drug  action,  and  pharmacology  and  toxicology  of  antitunor 
agents.  Studies  to  circumvent  individual  and  multiple  drug  resistance  and  prevent  metastasis  of  these  cancers 
to  other  organs  are  included.  Clinical  research  opportunities  exist  in  the  areas  of  high-dose  chemotherapy 
followed  by  autologous  bone  marrow  rescue,  multidrug  resistance,  radiosensitizers,  adjuvant  chemotherapy, 
innovative  surgical  or  multimodality  approaches,  particle  beam  irradiation,  novel  immune  therapies  and  genetic 
manipulations  of  host  or  malignant  tissues,  therapy  with  biological  products,  such  as  interleukins,  monoclonal 
antibodies,  and/or  retinoic  acid.  Applications  that  address  these  opportunities  and  these  particular  tumors 
are  specifically  solicited. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  that  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to 
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assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However, 
NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation 
of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies 
on  single  minority  population  groups  must  be  provided.  For  the  purposes  of  this  PA,  it  is  expected  that  women 
residing  in  the  states  or  jurisdictions  cited  in  the  Senate  Report  (H.R.  5677)  will  be  the  focus  of  the  proposed 
research  project. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  hunan  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  hunan  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  hunan  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
questton(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit.  Application  kits  are  available  at  most 
institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone 
301/496-7441.  The  title  and  number  of  the  announcement  must  be  typed  in  line  2a  on  the  face  page  of  the 
application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Applications  will  be  assigned  on  the  basis  of  established  Public  Health  Service  referral  guidelines. 
Applications  will  be  reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research 
Grants  (DRG),  NIH,  in  accordance  with  the  standard  NIH  peer  review  procedures.  Applications  for  supplements 
to  ongoing  awards  will  be  assigned  to  DRG  study  sections  on  the  basis  of  current  NIH  referral  guidelines,  and 
reviewed  according  to  criteria  applicable  to  the  mechanism  of  the  ongoing  award.  Following  scienti f ic-technical 
review,  the  applications  will  receive  a second- level  review  by  an  appropriate  national  advisory  council  or 
board. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  Applicants  are  encouraged 
to  seek  matching  funds  from  state  or  municipal  sources  wherever  these  might  be  appropriate  to  augment  the 
institutional  or  investigational  resources  available  in  support  of  the  proposed  project.  The  following  will 
be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

The  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants  is  welcome.  Written  and  telephone 
inquiries  concerning  the  objectives  and  scope  of  this  program  announcement  are  encouraged  and  may  be  directed 
to: 

NCI  Referral  Office 
National  Cancer  Institute 
Westwood  Building,  Room  850 
Bethesda,  HD  20892 
Telephone:  (301)  496-7173 
FAX:  (301)  402-0275 
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Inquiries  will  be  referred  to  the  appropriate  NCI  Program  Director  in  one  of  the  program  Divisions  noted  above 
in  the  RESEARCH  OBJECTIVES  section  of  this  announcement. 

Direct  inquiries  regarding  fiscal  matters  to: 

Ns.  Jean  Cahill 
Grants  Adninistration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
6120  Executive  Boulevard 
Bethesda,  HD  20892 

Telephone:  (301)  496-7800,  extension  47 
FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  under  one  or  more  of  the  applicable 
sections:  No.  93.393,  No.  93.394,  No.  93.395,  No.  93.396,  and  No.  93.399.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC 
241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 


ERRATA 


OXIDATIVE  DAMAGE.  ANTIOXIDANT  DEFENSE.  AMD  AGING 

NIH  GUIDE.  Volune  22,  Nunber  2,  January  15,  1993 
PA  NUMBER:  PA-93-017 

P.T.  34;  K.U.  0710010,  0765035,  0760070,  0765025 
National  Institute  on  Aging 

The  following  language  was  inadvertently  omitted  from  Program  Announcement  PA-93-017  (reference  NIH  Guide,  Vol. 
21,  No.  41,  November  13,  1992): 

RESEARCH  OBJECTIVES 

and  the  National  Institute  of  General  Medical  Sciences  (NIGMS)  supports  basic  research  on  mitochondrial 

function  as  well  as  the  role  of  oxidative  damage  in  cell  injury  and  tissue  repair. 

TUBERCULOSIS  ACADEMIC  AWARD  and  ASTHMA  ACADEMIC  AWARD 

NIH  GUIDE.  Volune  22,  Nunber  2,  January  15,  1993 
RFA  AVAILABLE:  HL-93-09-L  and  HL-93-10-L 
P.T.  34;  K.U.  0715165,  0502024,  0785035,  0715013 
National  Heart,  Lung,  and  Blood  Institute 

The  following  language  was  inadvertently  omitted  from  RFA  HL-93-09L,  Tuberculosis  Academic  Award,  and  RFA 
HL-93-10L,  Asthma  Academic  Award,  (reference  NIH  Guide,  Vol.  21,  No.  41,  November  13,  1992): 

Applications  may  be  triaged  by  a National  Heart,  Lung,  and  Blood  Institute  peer  review  group  on  the  basis  of 
relative  competitiveness.  The  NIH  will  withdraw  from  further  competition  those  applications  judged  to  be 
non-competitive  for  award  and  notify  the  applicant  Principal  Investigator  and  institutional  official.  Those 
applications  judged  to  be  competitive  will  undergo  further  scientific  merit  review.  Those  applications  that 
are  complete  and  responsive  will  be  evaluated  in  accordance  with  the  criteria  stated  in  the  RFA  for 
scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  NHLBI . The  second  level  of  review 
will  be  provided  by  the  National  Heart,  Lung,  and  Blood  Advisory  Council. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER S REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westward  Avenue 
Bethesda,  MD  20816 
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MOT ICES  OF  AVAILABILITY  CRFPs  AMD  RFAs) 


SERUM.  URINE.  AND  SEMEN  INDICATORS  OF  BENIGN  PROSTATE  DISEASE  (RFA  DK-93-16)  1 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

INDEX:  DIABETES,  DIGESTIVE,  KIDNEY 

INSTITUTIONAL  DEVELOPMENT  AWARD  (RFA  RR-95-001)  3 

National  Center  for  Research  Resources 

INDEX:  RESEARCH  RESOURCES 

SERVICES  RESEARCH  IN  DRUG  ABUSE  TREATMENT  (RFA  DA-93-02)  7 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 


ERRATA 

PATHOGENESIS  OF  INFLAMMATORY  BOWEL  DISEASE  AND  CELIAC  DISEASE  (RFA  DK-93-15)  10 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

INDEX:  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES 

This  publication  is  also  available  electronically  to  institutions  via  BTTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer.  Contact  Dr.  John  James  at  301/496-7554  for  details,  or  send  an  E-mail  message  to  ZNS@NIHCU. 


NOTICES  OF  AVAILABILITY  (RFAs  AMD  RFPs) 

SERUM.  URINE.  AMD  SEMEN  INDICATORS  OF  BENIGN  PROSTATE  DISEASE 

NIH  GUIDE.  Volume  22,  Number  3,  January  22,  1993 

RFA  AVAILABLE:  DK-93-16 

P.T . 34;  K.W.  0705075,  0785220,  0745020 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  February  18,  1993 
Application  Receipt  Date:  March  26,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRES,  BELOW. 

PURPOSE 

The  Division  of  Kidney,  Urologic,  and  Hematologic  Diseases  (DKUHD)  of  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  (NIDDK)  is  soliciting  grant  applications  for  support  of  research  studies  on 
factors  in  serum,  urine,  and  semen  that  indicate  the  presence  and  progression  of  the  benign  diseases  of  the 
prostate,  specifically  benign  prostatic  hyperplasia  (BPH)  and  chronic  abacterial  prostatitis  (CAP). 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Serum,  Urine,  and 
Semen  Indicators  of  Benign  Prostatic  Diseases,  is  related  to  the  priority  area  of  diabetes  and  chronic  disabling 
diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001 -00473-1 ) through  the 

Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit  as 
Principal  Investigators. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  research  project  grant  (R01).  Responsibility  for  the  planning, 
direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Awards  will  be 
administered  under  PHS  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement. 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competing  continuation  applications  will 
compete  with  all  investigator- ini tiated  applications  and  be  reviewed  according  to  the  customary  peer  review 
procedures.  The  total  requested  project  period  for  applications  submitted  in  response  to  this  RFA  may  not 
exceed  five  years.  Applicants  must  limit  their  requests  to  not  more  than  $160,000  direct  costs  for  the  initial 
budget  period. 
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FUNDS  AVAILABLE 


For  FY  1993,  $1,000,000  will  be  committed  by  the  NIDDK  to  fund  applications  submitted  in  response  to  this  RFA. 
It  is  anticipated  that  five  to  eight  awards  will  be  made  by  the  NIDDIC.  However,  this  funding  level  is  dependent 
upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is 
provided  for  in  the  financial  plans  of  the  NIDDK,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent 
upon  the  availability  of  funds  for  this  purpose. 

It  is  anticipated  that  the  majority  of  awards  made  from  this  RFA  will  be  for  the  support  of  new  projects. 
RESEARCH  OBJECTIVES 

The  purpose  of  this  request  is  to  solicit  applications  that  propose  to  investigate  factors  in  the  serum,  urine, 

and  semen  that  indicate  the  presence  of  the  benign  diseases  of  the  prostate  growth,  that  can  quantify  any 

changes  in  these  benign  diseases,  and  that  can  differentiate  between  these  benign  diseases  and  malignant 
prostate  changes. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 

of  minorities  in  study  populations.  If  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  the  exclusion  must  be  provided.  Applications  without  such  documentation 
will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Potential  applicants  are  strongly  encouraged  to  submit  a letter  of  intent  by  February  18,  1993.  The  letter  of 
intent  need  only  include:  (1)  names  of  the  Principal  Investigator/program  di rector  and  principal  collaborators, 
(2)  descriptive  title  of  the  potential  application,  (3)  identification  of  the  organization(s)  involved,  and  (4) 
the  number  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted. 

The  letter  of  intent  is  to  be  sent  to: 

Chief,  Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Uestwood  Building,  Room  605 
Bethesda,  MD  20892 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  to  apply  for  these  grants.  The  form  is 
available  from  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892, 
telephone  (301)  496-7441. 

The  RFA  label  available  in  the  application  form  must  be  affixed  to  the  bottom  of  the  face  page.  Failure  to  use 

this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee 

in  time  for  review.  In  addition,  the  RFA  title  and  number  must  be  typed  on  line  2a  of  the  face  page  of  the 
application  form  and  check  the  YES  box. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed,  exact 
photocopies,  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Uestwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  under  separate  cover  to: 
Chief,  Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 

Applications  must  be  received  by  March  26,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned  to  the  applicant.  The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response 
to  this  announcement  that  is  essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant 
withdraws  the  pending  application.  However,  it  is  allowable  to  submit  the  same  project  as  both  an  R01  and  as 
a component  project  of  a program  project.  The  DRG  will  not  accept  any  application  that  is  essentially  the  same 
as  one  already  reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions  of  applications 
previously  reviewed.  Such  applications  must  not  only  include  an  introduction  addressing  the  previous  critique 
but  also  be  responsive  to  this  RFA. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  the  DRG  for  completeness.  Incomplete  applications  will  be 
returned  to  the  applicant  without  further  consideration.  Evaluation  for  responsiveness  to  the  program 
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requirements  and  criteria  stated  in  the  RFA  is  an  NIDDK  staff  function.  If  the  application  is  not  responsive 
to  the  RFA,  the  staff  will  contact  the  applicant  to  determine  whether  it  should  be  returned  to  the  applicant, 
or  held  until  the  next  regular  receipt  date  and  reviewed  in  competition  with  all  other  applications. 

Those  applications  that  are  complete  and  responsive  will  be  evaluated  for  scientific/technical  merit  by  an 
appropriate  peer  review  group  convened  by  the  NIDDK.  Following  this  review,  the  applications  will  be  given  a 
secondary  review  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases  Advisory  Council  unless  not 
recommended  for  further  consideration  by  the  initial  review  group. 

Review  criteria  for  this  RFA  are  generally  the  same  as  those  for  unsolicited  research  grant  applications. 
INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  This  is  a notice  of  availability  of  an  RFA. 
Applicants  are  encouraged  to  request  a copy  of  the  RFA  from  the  NIDDK  program  staff  listed  below. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Ralph  L.  Bain,  Ph.D. 

Deputy  Director,  Urology  Program 

Division  of  Kidney,  Urologic,  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A-05 

Bethesda,  MD  20892 

Telephone:  (301)  496-7574 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Trude  McCain 

Grants  Management  Specialist 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849  (NIDDK).  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 

INSTITUTIONAL  DEVELOPMENT  AWARD 
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RFA  AVAILABLE:  RR-93-001 

P.T.  14;  K.W.  0710030,  1014006 

National  Center  for  Research  Resources 

Letter  of  Intent  Receipt  Date:  March  12,  1993 
Application  Receipt  Date:  April  13,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRES,  BELOW. 

PURPOSE 

The  National  Center  for  Research  Resources  (NCRR)  invites  grant  applications  for  the  Institutional  Development 
Award  (IDeA)  program.  The  National  Institutes  of  Health  (NIH)  IDeA  is  a merit-based,  peer  reviewed  program 
initiated  in  response  to  Congressional  intent  to  broaden  the  geographical  distribution  of  NIH  funding  for 
biomedical  research.  Primary  goals  of  the  IDeA  program  are  to:  (1)  enhance  the  competitiveness  of 

investigators  from  research  institutions  in  the  NIH  eligible  states  within  the  peer  review  system  and  (2)  to 
increase  the  probability  of  long-term  growth  of  NIH  competitive  funding  to  investigators  at  institutions  from 
the  eligible  states.  This  RFA  describes  a one-year  planning  and  development  program  to  increase,  strengthen, 
and  sustain  the  biomedical  research  competitiveness  of  institutions  within  selected  states.  The  program  will 
be  similar  in  some  aspects  to  the  Experimental  Program  to  Stimulate  Competitive  Research  (EPSCoR)  initiated  by 
the  National  Science  Foundation  (NSF).  For  example,  all  applications  must  be  reviewed  by  state-based  EPSCoR 
committees  or  comparable  committees  to  select  eligible  institutions  to  submit  applications  on  behalf  of 
investigators.  Also,  in  response  to  specific  Congressional  intent,  all  accredited  Schools  of  Chiropractic 
Medicine  are  invited  to  apply. 

ELIGIBILITY  REQUIREMENTS 

Because  of  the  pilot  nature  of  this  activity  and  the  limited  amount  of  funds  available,  eligibility  will  be 
limited  to  all  NSF-EPSCoR  states  and  all  those  states  with  a total  funding  level  of  less  that  S30  million  from 
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the  NIH  in  FY  1992.  Eligible  institutions  include  domestic  for-profit  and  non-profit  organizations  public  and 
private,  such  as  universities,  colleges,  hospitals,  research  foundations,  and  laboratories.  It  is  the 
responsibility  of  the  State-EPSCoR  committees  to  select  institutions  in  their  states  that  have  limited  NIH 
funding,  but  for  which  both  the  states  and  the  institutions  have  a mutual  agreement  and  commitment  to  the 
development  of  the  biomedical  research  infrastructure.  Only  one  application  can  be  submitted  per  state.  IDeA 
eligible  states  under  these  criteria  are  listed  in  Appendix  1. 

Applications  from  Schools  of  Chiropractic  Medicine  do  not  have  to  be  reviewed  at  the  state  level  but  only  one 
application  can  be  submitted  per  institution.  Eligible  Schools  of  Chiropractic  Medicine  are  listed  in  Appendix 
2.  Applications  from  institutions  with  significant  minority  enrollments  are  especially  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  grant-in-aid  for  exploratory  grants  (P20).  Applicants  will  be  responsible  for  the 
planning,  direction,  and  content  of  the  proposed  programs.  Awards  will  be  administered  under  Public  Health 
Service  (PHS)  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement. 

FUNDS  AVAILABLE 

This  RFA  is  a one-time  solicitation.  Up  to  $750,000  will  be  available  from  NCRR  in  FY  1993  to  support  this 
initiative.  Subject  to  the  receipt  of  a sufficient  number  of  meritorious  applications,  it  is  anticipated  that 
approximately  six  to  eight  one-year  awards  will  be  made. 

Although  the  total  project  period  for  these  applications  may  not  exceed  one  year,  it  is  expected  that 
institutional  development  goals  will  be  proposed  beyond  that  period.  Direct  costs  requested  for  this  one-year 
planning  phase  award  should  not  exceed  $100,000.  To  ensure  that  adequate  resources  are  available,  IDeA  awards 
require  a minimum  of  one-to-one  non-Federal  match.  Each  dollar  of  NIH  support  requested  must  be  matched  by  at 
least  one  dollar  from  state,  institutional,  or  private  sector  sources.  In-kind  contributions  (faculty  or 
technical  support  salaries,  facilities,  equipment)  may  not  be  used  to  satisfy  the  one-to-one  minimum  matching 
funds  requirement.  This  type  of  support  is  considered  part  of  the  state/institutional  commitment  to  achieve 
research  competitiveness  at  the  national  level.  Indirect  costs  will  be  provided.  The  anticipated  award  date 
is  September  30,  1993.  This  initiative  is  provided  for  in  the  FY  1993  NCRR  appropriation;  future  awards  will 
be  contingent  upon  the  availability  of  funds  for  the  purpose. 

RESEARCH  OBJECTIVES 

Background 

The  mission  of  the  NIH  is  to  expand  fundamental  knowledge  about  the  nature  and  behavior  of  living  systems,  to 
apply  that  knowledge  to  extend  the  health  of  human  lives,  and  to  reduce  the  burdens  resulting  from  disease  and 
disability.  Through  its  institutes  and  centers,  each  with  its  own  research  mission,  the  NIH  provides  funds  for 
research  and  research  training  activities  to  institutions.  Each  funding  unit  makes  awards  on  a competitive 
basis  after  applications  are  assessed  for  technical  and  scientific  merit  and  program  relevance  through  a 
two-stage  process  of  peer-review. 

For  many  years,  the  NIH  has  made  a special  effort  to  stimulate  research  in  educational  institutions  that 
traditionally  have  not  received  significant  levels  of  funding  through  the  NIH.  The  Academic  Research 
Enhancement  Award  (AREA)  program,  initiated  in  1985,  stimulates  the  research  environment  of  institutions  by 
providing  support  to  faculty  at  domestic  institutions  offering  baccalaureate  or  advanced  degrees  in  the 
health -related  sciences. 

This  program  will  address  the  same  objectives,  but  on  a state-wide  level.  NCRR  acknowledges  that,  due  to 
variability  among  potential  applications,  the  size  and  scope  of  the  IDeA  program  will  depend  in  large  part  upon 
the  current  size  and  extent  of  the  biomedical  research  environment  of  the  applicant  institutions.  It  is 
recommended  that,  in  order  to  achieve  maximum  impact  of  the  available  funds,  institutions  propose  innovative 
research  activities  that  will  stimulate  sustainable  improvements  in  the  capacities  of  institutions  in  eligible 
states  to  compete  successfully  for  NIH  funds  and  to  enhance  the  research  competitiveness  of  the  institutions 
in  future  years. 

Example  of  activities  include: 

o faculty  development  to  develop  and  maintain  competitiveness  in  biomedical  research  within  their  institutions 
o mainstreaming  of  junior  faculty  into  regular  research  programs  of  the  NIH 

o development  of  multidisciplinary  approaches  to  building  a broad-based  research  infrastructure  at  the 
institution 

In  general,  the  applicant  institution  should  provide  evidence  that  an  IDeA  award  is  necessary  to  enhance  its 
capability  for  health-related  research  and  that  there  are  state/institutional  or  other  private  resources 
committed  to  improve  and  sustain  their  programs. 

The  research  plan  should  provide  sufficient  information  to  allow  the  reviewers  to  assess  the  program  in  terms 
of  the  stated  Review  Criteria.  The  narrative  portion  should  provide:  (a)  comprehensive  information  about  the 
institution's  current  involvement  in  biomedical  and  health-related  behavioral  research;  (b)  biographical  data 
for  all  health  scientists  and  related  administrative  personnel;  (c)  a description  of  the  long-range 
institutional  research  development  goals  to  be  achieved;  (d)  a complete  description  of  the  specific  activities 
to  achieve  the  goals  of  the  program,  including  an  evaluation  plan  to  measure  the  progress  of  the  program  and 
the  procedures  to  sustain  the  achievements  obtained  with  IDeA  funds  after  termination  of  the  award;  (e)  a 
description  of  the  administrative  mechanisms  to  organize  and  oversee  implementation  of  the  plan;  (f)  evidence 
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of  the  institution's  commitment  to  achievement  of  the  program  goals;  (g)  a detailed  budget  explaining  and 
justifying  the  support  requested;  and  (h)  countersigned  letters  of  commitment  from  those  persons  whose 
cooperation  is  critical  to  the  success  of  the  program  including  a statement  from  the  institution's  highest 
ranking  administrative  authority  explaining  how  the  IDeA  application  is  consistent  with  the  institution's 
(and/or  the  state's)  long-range  objectives  to  enhance  the  biomedical  research  infrastructure  and  to  achieve 
research  competitiveness  at  the  national  level. 

Specific  research  projects  (e.g.,  pilots  studies,  start-up  support)  must  be  described  in  sufficient  detail  to 
permit  evaluation  of  scientific  merit  of  each  project.  This  information  is  necessary  to  justify  an  IDeA  award 
and  to  provide  evidence  that  the  research  that  will  result  from  the  award  will  be  of  high  quality  and  be  likely 
to  compete  successfully  for  future  federal  funding. 

Allowable  Costs 

In  general,  the  direct  costs  listed  in  the  PHS  Grants  Policy  Statement  as  allowable  for  research  grants  are  also 
allowable  for  IDeA  applications.  Funds  requested  for  the  IDeA  Program  may  be  used  to  support  the  following: 

o recruitment  of  research  personnel,  if  consistent  with  applicable  cost  principles 

o development  of  research  data  to  be  included  in  research  grant  applications  submitted  to  NIH  for  support 
through  established  support  mechanisms 
o development  of  research  skills  by  investigators 
o research  salary  support  of  key  investigators 
o consultants 

o establishment  of  research  laboratories 
o central  shared  equipment  and  other  research  resources 
o alterations  and  renovations  (modest  level) 
o grant  related  support  personnel 

o other  direct  costs  of  development  of  institutional  research  capability 

Costs  Not  Allowable 

o training 
o construction 

o salary  for  teaching  and  other  non-research  activities 

o institutional  grants  and  contract  office,  central  accounting,  and  similar  activities 

o research  project  support  for  established  investigators  unless  necessary  for  temporary  start-up  costs  as  in 
recruitment,  or  relocation  or  initiation  of  new  research  directions 

Support  provided  through  the  IDeA  program  may  not  replace  existing  state,  institutional  or  Federal  research 
support.  IDeA  support  may  not  be  used  to  maintain  current  biomedical  activities,  but  must  be  used  to  develop 
innovative  ways  to  enhance  the  quality  and  competitiveness  of  the  state  institutional  biomedical  research  base. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  by  March  12,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  program,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  and  the 
number  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 

applications,  the  information  contained  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NIH 
staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Marjorie  A.  Tingle  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  using  form  PHS  398  (rev.  9/91).  These  forms  are  available  in  most 
institutional  business  and  sponsored  program  offices  and  may  be  requested  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892, 
telephone  (301)  496-7441. 

Applications  must  follow  the  instructions  provided  in  the  PHS  398  form  and  the  following: 

Application  Face  Page  - 

The  RFA  label  in  the  PHS  398  kit  must  be  affixed  to  the  bottom  of  the  face  page  of  the  application.  Failure 
to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review 

committee  in  time  for  review.  In  addition,  the  RFA  number  and  title  must  be  typed  on  line  2a  of  the  face  page 

form,  the  "YES"  box  must  be  checked,  and  "P20"  typed  in  item  2b. 

Item  6 - Dates  of  Entire  Proposed  Project  Period.  The  total  proposed  project  period  should  begin  on  September 
30,  1993,  and  may  not  exceed  one  year  in  length. 

Form  Page  4 - Detailed  Budget  for  Initial  Budget  Period 

The  budget  presented  should  reflect  the  applicant's  estimate  of  activity  costs  for  the  one-year  period. 

Form  Page  5 - 

Budget  for  Entire  Proposed  Project  Period  - Not  applicable;  do  not  complete. 
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Justification  - Follow  the  instructions  provided. 


The  signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  exact  photocopies  of 
the  signed  application  must  be  submitted  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to  Dr.  Marjorie  A.  Tingle 
at  the  address  noted  below. 

Applications  must  be  submitted  by  April  13,  1993.  Applications  submitted  after  this  date  will  be  returned  to 
the  applicant. 

REVIEW  CONSIDERATIONS 

Review  Procedure 

Review  of  IDeA  applications  for  scientific  and  technical  merit  will  be  performed  by  an  ad  hoc  review  committee 
convened  by  the  Office  of  Review,  NCRR.  Applications  will  undergo  a second  level  of  review  by  the  National 
Advisory  Research  Resources  Council. 

Applications  in  response  to  this  solicitation  will  be  reviewed  using  the  usual  NIH  peer  review  procedures. 
Criteria  for  review  of  applications  include  the  following: 

1.  What  are  the  merits  of  the  research  development  goals  to  be  achieved  by  the  requested  IDeA  award? 

2.  What  are  the  merits  of  the  plan  proposed  to  achieve  the  research  development  goals? 

3.  What  is  the  quality  of  the  research  to  be  conducted  during  the  award? 

Criteria  for  review  for  pilot  or  start  up  studies  include: 

o Significance  and  relevance  of  the  proposed  research  problem;  potential  for  publishable  results  and  continued 
future  funding. 

o Appropriateness  of  research  plan,  including  specific  aims,  experimental  design,  methodology,  consideration 
of  alternatives,  data  analysis,  scope  and  timetable. 

o Adequacy  of  resources,  including  background  and  training  of  principal  investigator  and  other  personnel, 
availability  and  suitability  of  specialized  facilities  and  equipment. 

o Relevance  of  proposed  project  to  institutional  plan  for  expansion  of  biomedical  research  capacity. 

4.  What  are  the  research  qualifications  of  existing  and  proposed  personnel  related  to  the  IDeA  award? 

5.  Is  the  requested  time  and  budget  justified? 

6.  What  are  the  administrative  strengths  of  the  applicant  institution? 

7.  What  is  the  evidence  of  the  commitment  of  the  applicant  institution  and  the  state  to  the  achievement  of  the 
research  development  goals  and  to  sustaining  those  achievements? 

8.  What  is  the  probability  that  the  research  development  goals  will  be  achieved  and  sustained,  and  that  high 
quality  health  research  will  result? 

Special  emphasis  will  be  placed  on  the  impact  of  the  proposed  project  on  the  institution(s)  and  the  state  and 
its  potential  to  obtain  additional  NIH  research  support  to  continue  and  expand  its  activities. 

AWARD  CRITERIA 

In  making  funding  decisions,  NCRR  will  give  consideration  to  ensure  program  balance  among  the  various  types  of 
programs  and/or  geographic  distribution.  Consideration  will  also  be  given  to  focus  on  reaching  minority,  rural 
and  other  underserved  and  disadvantaged  individuals. 

INQUIRIES 

Prospective  applicants  are  advised  to  communicate  with  NCRR  program  and  grants  management  staff  who  are 
available  to  assist  applicants  to  ensure  that  the  objectives,  structure  and  budget  format  for  the  proposal  are 
acceptable. 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 
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Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  and  appendices  to: 

Dr.  Marjorie  A.  Tingle 

Director,  Biomedical  Research  Support  Program 
National  Center  for  Research  Resources 
Westwood  Building,  Room  1 0A1 1 
Bethesda,  MD  20892 
Telephone:  (301)  496-6743 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Mary  V.  Niemiec 

Office  of  Grants  and  Contracts  Management 
National  Center  for  Research  Resources 
Westwood  Building,  Room  849 
Bethesda,  MD  20892 
Telephone:  (301)  496-9840 

AUTHORITY  AND  REGULATIONS 

Awards  will  be  made  under  authorization  of  the  Public  Health  Service  Act,  Title  III,  Part  A (Public  Law  78-410, 
as  amended,  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or 
Health  Systems  Agency  Review. 

SERVICES  RESEARCH  IN  DRUG  ABUSE  TREATMENT 

NIH  GUIDE.  Volume  22,  Number  3,  January  22,  1993 

RFA  AVAILABLE:  DA-93-02 

P.T.  34;  K.W.  0404009,  0730050,  0408006 

National  Institute  on  Drug  Abuse 

Letter  of  Intent  Receipt  Date:  March  1,  1993 
Application  Receipt  Date:  April  16,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOU. 

PURPOSE 

This  RFA  will  support  a program  of  health  services  research  in  the  field  of  drug  abuse  treatment.  Research 
should  be  directed  toward  any  of  the  following:  (1)  understanding  the  impact  of  organization,  structure, 
financing,  management,  and  staffing  on  the  availability  and  accessibility  of  treatment  service  resources,  upon 
program  content  and  function,  and  upon  treatment  effectiveness;  (2)  understanding  the  role  of  treatment  program 
environment,  organization,  structure,  and  operation  on  mechanisms  of  service  delivery  as  these  are  related  to 
access  to  treatment,  retention  in  treatment,  or  compliance  with  treatment;  and  (3)  improving  the  ability  of 
treatment  programs  to  match  clients  with  appropriate  levels  of  treatment  and  appropriate  treatment  services, 
to  measure  the  cost-effectiveness  of  treatment,  and  to  deal  with  special  populations. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  Healthy  People  2000,  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Services  Research 
in  Drug  Abuse  Treatment,  is  related  to  the  priority  area  of  alcohol  and  other  drugs.  Potential  applicants  may 
obtain  a copy  of  Healthy  People  2000  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit,  public  and  private 
organizations  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply. 
Applications  are  especially  encouraged  from  State  and  municipal  governments  with  research  units  and/or  State 
and  municipal  governments  collaborating  with  uni  vers i ty- based  research  units. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01).  Responsibility  for 
the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Support 
will  be  provided  for  a period  of  up  to  five  years  (renewable  for  subsequent  periods)  subject  to  continued 
availability  of  funds  and  progress  achieved.  This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing 
continuation  applications  will  compete  with  all  investigator- initiated  applications  and  be  reviewed  according 
to  the  customary  peer  review  procedures.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to 
this  RFA  may  vary,  the  size  of  an  award  will  also  vary. 
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FUNDS  AVAILABLE 


It  is  anticipated  that  approximately  $3.0  million  will  be  available  to  support  the  first  year  of  the  services 
research  program.  It  is  anticipated  that  approximately  8 to  10  new  awards  will  be  made  under  this  announcement. 

If  required  in  support  of  research  objectives,  funds  may  be  expended  on  drug  abuse  treatment  costs,  rental  and 
operation  of  facilities,  approved  renovation  and  modification  of  facilities  (subject  to  limits  and  conditions 
specified  in  Public  Health  Service  grant  policy),  and  other  costs  normally  allowable  under  existing  Public 
Health  Service  grants  policy.  Funds  may  not  be  used  for  new  construction  or  to  replace  existing  treatment 
funding. 

RESEARCH  OBJECTIVES 
Program  Description 

Applicants  are  advised  to  review  existing  information  relevant  to  drug  abuse  treatment  health  services  research 
and  to  design  studies  using  the  most  rigorous  methodological  and  analytic  designs  feasible  to  investigate  the 
impact  of  treatment  service  structure  and  organization,  staffing,  standards,  financing,  and  management  upon  the 
content,  suitability,  quality,  cost,  availability  and  accessibility,  and  effectiveness  of  drug  abuse  treatment 
services.  A variety  of  research  strategies  are  appropriate,  including  those  involving  primary  data  collection 
at  the  clinic,  local  area,  or  system  level,  studies  which  make  use  of  existing  data  bases,  such  as 
provider/payor  data  bases  (e.g.,  Medicaid  or  HMO),  treatment  outcome  studies  (e.g.,  Treatment  Outcome 
Prospective  Study),  or  clinic  data  archives,  and  conceptual  and  methodological  work.  A range  of  approaches  is 
appropriate,  including  individual  and  multi-disciplinary  approaches  from  fields  including,  but  not  limited  to, 
economics,  sociology,  criminal  justice,  psychology,  public  health,  and  other  relevant  social  sciences.  It  is 
intended  that  this  program  of  research  encourage  innovation  in  research  strategies,  use  of  existing  data  in  ways 
that  maximize  its  usefulness,  and  studies  that  have  both  scientific  and  public  policy  relevance.  This  program 
of  research  emphasizes  timely  transfer  of  results.  Awardees  will  be  encouraged  to  participate  in  research 
coordination  activities  to  maximize  the  utility  of  the  research,  including  review  and  dissemination  activities. 
Areas  of  particular  research  interest  include  the  following: 

Treatment  Services  Structure,  Organization,  and  Delivery 

o Studies  to  define  and  characterize  the  organization,  financing,  management,  and  quality  of  treatment 
services,  in  relation  to  treatment  content  and  the  client  populations  and  subgroups  served. 

o Development  and  testing  of  models  to  improve  the  availability,  accessibility,  and  delivery  of  appropriate 
treatment  services  within  typical  treatment  contexts  and  environments. 

o Investigation  of  treatment  program  environment,  organization,  structure,  staffing,  and  operation  on 
mechanisms  of  service  delivery  as  these  are  related  to  access  to  treatment,  retention  in  treatment,  compliance 
with  treatment,  quality  and  comprehensiveness  of  services  received,  and  treatment  outcomes.  For  example,  are 
outcomes  better  for  drug  treatment  combined  with  comprehensive  services,  and  is  it  more  effective  to  deliver 
comprehensive  services  in  the  treatment  program  than  to  provide  referral  to  outside  sources  for  such  services? 

Financing  of  Services 

o Investigation  of  the  effects  of  different  models/mechanisms  of  funding  and  financing  on  treatment  service 
resources,  the  organization,  structure,  management,  staffing  and  function  of  treatment  programs,  treatment 
content,  treatment  service  utilization,  the  populations  and  subgroups  served,  the  assessment  of  client/patient 
need  for  services,  and  treatment  effectiveness  and  cost-effectiveness. 

o Investigation  of  minimally  necessary  services.  What  is  the  incremental  value  of  increased  levels  of  care 
and  different  combinations  of  services,  how  do  these  differ  among  the  populations  and  subgroups  served,  and  how 
may  this  be  optimized  with  respect  to  client  characteristics? 

Quality  and  Effectiveness  of  Services 

o Studies  to  describe  the  relationship  between  cl ient/patient  characteristics  and  treatment  program  structure, 
organization,  and  operation  with  respect  to  delivery  of  appropriate  treatment  services.  Development  and  testing 
of  models  to  improve  the  appropriateness  of  the  services  delivered  and  to  increase  the  effectiveness  of  matching 
and  referral  processes. 

o Investigation  of  availability,  accessibility,  suitability,  content,  quality,  cost,  and  effectiveness  of  drug 
abuse  treatment  services  and  delivery  systems  for  special  populations,  including  women,  adolescents,  and 
minorities. 

o Effectiveness  of  the  structure  and  organization  of  outreach  services  on  entry  into  treatment. 

o Effectiveness  of  outreach  service  delivery  systems  explicitly  directed  to  reducing  HIV  risk  behaviors  of  drug 
abusers. 

o Development  and  testing  of  measures  of  cost,  effectiveness,  cost-  benefits  and  cost-effectiveness  of 
treatment  services,  including  standardized  models  which  could  be  incorporated  in  a range  of  research  activities. 

The  importance  of  a sound  research  plan  and  qualified  research  staff  cannot  be  over -emphasized.  It  is 
recommended  that  investigators  use  the  most  rigorous  methodology  consistent  with  the  purposes  of  the  research. 
Where  controlled  trials  are  not  feasible,  other  types  of  controls  may  be  used,  including  case  controls, 
equivalent  comparison  groups,  regression-discontinuity,  or  other  designs. 
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STUDY  POPULATIONS 


NIH  POLICY  CONCERNING  INCLUSION  OF  MINORITIES  AND  WOMEN  AS  SUBJECTS  IN  RESEARCH 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  March  1,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in 
response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NIDA  staff  to  estimate  the  potential  review  workload  and 
to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Director,  Office  of  Extramural  Program  Review 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10-42 
Rockville,  MD  20857 
Telephone:  (301)  443-2755 

APPLICATION  PROCEDURES 

Applications  received  after  the  receipt  date  will  be  returned  to  the  applicant  without  review. 

The  RFA  label  in  the  PHS  form  398  application  kit  must  be  affixed  to  the  bottom  of  the  original  face  page. 
Failure  to  use  the  RFA  label  and  to  follow  instructions  could  result  in  delayed  processing  of  the  application 
such  that  it  may  not  reach  the  review  committee  in  time  for  review. 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91).  Application  kits  are 
available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grant 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  240,  Bethesda, 
MD  20892,  telephone  301/496-7441.  The  title  and  number  of  this  announcement,  "Services  Research  in  Drug  Abuse 
Treatment,  DA-93-02"  must  be  typed  in  item  2a  on  the  face  page  of  the  application,  and  the  "YES"  box  must  be 
marked. 

Submit  a signed,  typewritten  original  of  the  application  and  three  signed  photocopies  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Uestwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Director,  Office  of  Extramural  Program  Review 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10-42 
Rockville,  MD  20857 

REVIEW  PROCEDURES 


Applications  received  under  this  announcement  will  be  assigned  to  an  NIDA  initial  review  group  ( IRG)  in 
accordance  with  established  PHS  referral  guidelines.  The  IRGs,  consisting  primarily  of  non-Federal  scientific 
and  technical  experts,  will  review  the  applications  for  scientific  and  technical  merit  in  accordance  with  the 
standard  NIH  peer  review  procedures.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicant 
after  the  initial  review.  Applications  will  receive  a second-level  review  by  an  appropriate  Advisory  Council, 
whose  review  may  be  based  on  policy  considerations  as  well  as  scientific  merit.  Only  applications  recommended 
for  further  consideration  by  the  Council  may  be  considered  for  funding. 


Applications  will  be  reviewed  according  to  the  following  review  schedule: 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 
Initial  Review: 

Advisory  Council: 

Earliest  Date  of  Award: 


March  1,  1993 
April  16,  1993 
June  1993 
September  1993 
September  1993 


INQUIRIES 


Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 
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Direct  inquiries  regarding  programmatic  issues  to 

Frank  H.  Tims,  Ph.D. 

National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10A-30 
Rockville,  MD  20857 
Telephone:  (301)  443-4060 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Shirley  Ann  Denney 
Chief,  Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MO  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Section  301,  and  administered  under  PHS  policies  and  Federal 
Regulations  at  Title  42  CFR  52  "Grants  for  Research  Projects",  Title  45  CFR  Part  74  & 92,  "Administration  of 
Grants"  and  45  CFR  Part  46,  "Protection  of  Hunan  Subjects".  Title  42  CFR  Part  2,  "Confidentiality  of  Alcohol 
and  Drug  Abuse  Patient  Records"  may  also  be  applicable  to  these  awards.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

ERRATUM 

PATHOGENESIS  OF  IMFLAWWTORY  BOUEL  DISEASE  AND  CELIAC  DISEASE 

NIH  GUIDE.  Volume  22,  Number  3,  January  22,  1993 
RFA:  DK-93-15 

P.T.  34;  K.U.  0715085,  0710070,  1002019,  1002004,  1002008,  0785055 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

The  erratum  is  issued  to  correct  the  Letter  of  Intent  Receipt  Date  as  published  in  the  NIH  Guide  for  Grants  and 
Contracts.  Vol.  22,  No.  1,  January  8,  1993. 

The  Letter  of  Intent  Receipt  Date  should  read  March  24.  1993. 


**T HE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 

NATIONAL  COOPERATIVE  VACCINE  DEVELOPMENT  GROUPS  FOR  ACQUIRED  IMMUNODEFICIENCY  SYNDROME  (RFA  AI -93-04)  . . 1 

National  Institute  of  Allergy  and  Infectious  Diseases 

INDEX:  ALLERGY,  INFECTIOUS  DISEASES 


RREAST  CANCER  EDUCATION  SUMMITS  (RFA  CA-93-17)  4 

National  Cancer  Institute 

INDEX:  CANCER 

BREAST  CANCER  EDUCATION  MINI-SUMMITS  (RFA  CA-93-18)  6 

National  Cancer  Institute 
INDEX:  CANCER 


ONGOING  PROGRAM  ANNOUNCEMENTS 

NATIONAL  RESEARCH  SERVICE  AWARDS  FOR  INDIVIDUAL  PREDOCTORAL  FELLOWSHIPS  (PAR-93-40)  8 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
National  Institute  on  Drug  Abuse 
National  Institute  of  Mental  Health 

INDEX:  ALCOHOL  ABUSE,  ALCOHOLISM;  DRUG  ABUSE;  MENTAL  HEALTH 

MINORITY  INVESTIGATORS  IN  ASTHMA  AND  ALLERGY  (PA-93-41)  10 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
American  Academy  of  Allergy  and  Immunology 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES;  HEART,  LUNG,  BLOOD 


CYTOKINES  AND  ADHESION  IN  ALLERGY  AND  INFLAMMATION  (PA-93-42)  13 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Heart,  Lung  and  Blood  Institute 

INDEX:  ALLERGY,  INFECTIOUS  DISEASES;  HEART,  LUNG,  BLOOD 

BIOMEDICAL  RESEARCH  SUPPORT  SHARED  INSTRUMENTATION  GRANT  (PAR-93-43)  16 

National  Center  for  Research  Resources 
INDEX:  RESEARCH  RESOURCES 

THE  SPREAD  OF  TUBERCULOSIS  AMONG  DRUG  USERS  (PA-93-44)  19 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 


This  publication  is  also  available  electronically  to  institutions  via  BJTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer.  Contact  Dr.  John  James  at  301/496-7554  for  details,  or  send  an  E-mail  message  to  ZNS@NIHCU. 


NATIONAL  COOPERATIVE  VACCINE  DEVELOPMENT  GROUPS  FOR  ACQUIRED  IWtiNOOEFICIENCY  SYNDROME 

NIH  GUIDE.  Volume  22,  Number  3,  January  22,  1993 

RFA  AVAILABLE:  AI-93-04 

P.T.  34;  K.W.  0715008,  0740075 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  February  26,  1993 
Application  Receipt  Date:  April  22,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  announces  the  availability  of  an  RFA  for 
funding  of  the  National  Cooperative  Vaccine  Development  Groups  for  AIDS  (NCVDGs).  It  is  the  purpose  of  this 
RFA  to  invite  applications  aimed  at  the  conceptualization,  development,  and  evaluation  of  vaccines  designed  to 
effectively  prevent  the  Acquired  Immunodeficiency  Syndrome  (AIDS).  This  research  should  stress  creative,  novel 
approaches  to  the  development  of  effective  AIDS  vaccines  and  should  have  the  capacity  to  rapidly  translate  these 
concepts  into  improved  candidate  vaccines.  The  NCVDG  can  be  focused  in  one  or  more  vaccine  areas  and  may  pursue 
studies  of  HIV-based  vaccines  or  studies  of  relevant  model  viruses  (e.g.,  the  Simian  Immunodeficiency  Viruses 
(SIV)).  The  Group  must  possess  the  expertise  necessary  to  conduct  adequate  evaluation  of  the  proposed 
approach(s)  in  preclinical  situations.  Further  studies  required  for  development  of  identified  new  vaccines  to 
clinical  trial  may  be  a part  of  the  work  proposed  by  an  applicant.  Alternatively,  an  NCVDG  may  request  that 
the  NIAID  conduct  these  developmental  tasks  using  contracts  now  in  place  (SIV  Evaluation  Units,  Chimpanzee 
Access  via  Interagency  Agreement  with  the  National  Cancer  Institute,  and  AIDS  Resources  and  Reagents  Contract). 
An  NCVDG  must  form  a cohesive  team,  and  is  encouraged  to  include  scientists  from  a combination  of  academic. 
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non-profit  research,  and  commercial  organizations.  Applications  which  include  research  projects  from  the 
private  sector  (e.g.,  pharmaceutical,  chemical,  or  biotechnological  companies)  are  encouraged. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  National 
Cooperative  Vaccine  Development  Groups  for  Acquired  Immunodeficiency  Syndrome  (NCVDGs),  is  related  to  the 
priority  area  of  HIV  Infection.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  companies,  units  of  State  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women 
are  encouraged. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  as  cooperative  agreements  (UOIs).  The  cooperative  agreement  funding  mechanism  differs  from 
the  traditional  research  grant  in  that  the  Government  component  (NIAID)  awarding  the  cooperative  agreement 
anticipates  substantial  programmatic  involvement  during  performance.  The  nature  of  NIAID  staff  participation 
is  described  in  the  RFA.  However,  it  is  the  Principal  Investigator  who  defines  his/her  objectives  in  accord 
with  his/her  interests  and  perceptions  of  approaches  to  AIDS  vaccine  research  and  development.  Details  of  the 
NIAID/awardee  interaction  and  their  respective  responsibilities  can  be  found  in  the  RFA. 

While  the  number  of  applicants  can  not  be  anticipated,  both  new  applications  and  successful  recompeting 
applications  are  anticipated. 

Applications  with  first-year  budgets  in  excess  of  $1,000,000  total  (direct  and  indirect)  should  contact  the 
program  staff  listed  under  INQUIRIES  for  written  approval.  Budget  requests  should  be  carefully  justified  and 
commensurate  with  the  complexity  of  the  project. 

FUNDS  AVAILABLE 

Because  of  the  nature  and  scope  of  this  RFA,  the  NIAID  anticipates  making  four  to  eight  awards,  based  on  highest 
program  priorities,  for  project  periods  of  up  to  four  years.  The  NIAID  has  set  aside  $4.2  million  total  (direct 
and  indirect)  costs  for  first  year  funding.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient 
number  and  diversity  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the 
financial  plans  of  the  NIAID,  awards  pursuant  to  this  RFA  are  contingent  upon  the  availability  of  funds  for  this 
purpose. 

RESEARCH  OBJECTIVES 
Background 

The  National  Cooperative  Vaccine  Development  Groups  for  AIDS  (NCVDGs)  will  provide  assistance  to  talented 
scientists  to  interact,  with  NIAID  support,  as  a unit  to  carry  out  the  research  essential  to  development  of  safe 
and  effective  AIDS  vaccines.  The  NIAID  has  awarded  thirteen  NCVDGs,  two  of  which  have  already  expired  and  four 
which  are  expiring  in  fiscal  year  1993.  The  purpose  of  this  current  initiative  is  to  maintain  the  total  NCVDG 
network  at  ten  groups  aimed  at  facilitating  and  accelerating  efforts  in  AIDS  vaccine  development.  A listing  of 
the  active  NCVDGs  can  be  found  in  Appendix  I of  the  RFA. 

Goals  and  Scope 

The  principal  goal  of  the  NCVDGs  for  AIDS  is  the  conceptualization,  development,  and  evaluation  of  vaccines 
designed  to  effectively  prevent  the  AIDS.  This  research  can  focus  on  HIV  or  other  lentiviruses  (e.g.,  SIV)  that 
are  appropriate  models  for  AIDS  vaccine  development  and  that  may  involve  animal  model  studies  of  vaccine 
immunogenicity  and  efficacy. 

Applications  for  funding  as  an  NCVDG  should  stress  creative,  novel  approaches  to  the  development  of  effective 
AIDS  vaccines  and  may  emphasize  one  or  more  of  the  general  approaches  outlined  below.  Since  the  currently 
funded  NCVDGs  are  also  pursuing  research  in  many  of  these  areas,  potential  applicants  are  strongly  encouraged 
to  contact  program  staff  to  determine  if  their  proposed  studies  address  vaccine  strategies  not  currently  being 
funded.  Applications  for  research  on  novel  vaccine  vectors,  immunogen  processing  and  presentation,  mucosal 
immunity,  and  creative  methods  to  enhance  immunogenicity  are  encouraged. 

Approaches  may  include,  but  are  not  limited  to 

o live  attenuated  vaccines; 
o whole  inactivated  vaccines; 
o recombinant  proteins  or  protein  fragments; 

o novel  recombinant  viruses  or  other  vectors  (e.g.,  yeast  Ty  elements,  hepatitis  B virus,  salmonella); 
o synthetic  peptides; 
o combination  approaches; 
o DNA  immunization. 
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Applications  should  address  all  aspects  of  the  process  from  basic  research  through  subsequent  developmental 
studies,  scale-up  and  production,  evaluation  in  laboratory  animals,  protection  of  appropriate  species  from 
infection  or  disease  following  virulent  challenge,  and  other  considerations  that  relate  to  the  acceptability 
and  utility  of  candidate  vaccines.  Results  from  proposed  research  should  be  used  to  identify  and  develop  new 
potential  vaccines  worthy  of  evaluation  in  Phase  I human  clinical  trials. 

NOTE:  For  small  pilot  studies  involving  a few  animals,  the  Principal  Investigator  is  expected  to  have  access 
to  a small  number  of  animals  and  to  primate  facilities.  For  larger  animal  studies  the  applicant  may  use  NIAID 
resources  such  as  the  SIV  Evaluation  Units,  Chimpanzees  via  Interagency  Agreement  with  the  National  Cancer 
Institute,  and  the  Resources  and  the  Reagents  Contract. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  February  26,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  project  leaders  and  other  key  personnel  and  their  participating  institutions,  and  the  number  and 
title  of  the  RFA  (AI-93-04,  National  Cooperative  Vaccine  Development  Groups  for  AIDS  (NCVDG))  in  response  to 
which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  expected  applications. 
It  allows  NIAID  staff  to  estimate  the  potential  workload  for  reviewers  and  to  avoid  possible  conflict  of 
interest  in  the  review  process.  The  letter  of  intent  should  be  sent  to  Dr.  Alan  Schultz  at  the  address  listed 
under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  cooperative  agreements. 
These  forms  are  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda, 
MD  20892,  telephone  301-496-7441. 

Applications  must  be  received  by  April  22,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned  to  the  applicant  without  review.  If  the  application  submitted  in  response  to  this  RFA  is  substantially 
similar  to  a grant  application  already  submitted  to  the  NIH  for  review,  the  applicant  will  be  asked  to  withdraw 
either  the  pending  application  or  the  new  one.  Simultaneous  submission  of  identical  applications  will  not  be 
allowed,  nor  will  essentially  identical  applications  to  be  reviewed  by  different  review  committees.  This 
restriction  is  superseded  by  an  NIH  policy  permitting  concurrent  submission  of  a duplicate  R01  and  a component 
of  a multi -project  application.  The  NIH  policy  however,  further  stipulates  that  should  both  the  R01  and  the 
multi -project  application  be  considered  for  funding,  the  R01  will  be  relinquished  in  favor  of  the  multi-project 
appl i cat  ion. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  for  completeness  and  by  NIAID 
staff  for  responsiveness.  Incomplete  and  non- responsive  applications  will  be  returned  to  the  applicant  without 
further  consideration. 

Those  applications  considered  responsive  to  the  RFA  may  be  subjected  to  a triage  review  by  an  NIAID  peer  review 
group,  before  or  during  the  review  committee  meeting,  to  determine  the  scientific  merit  relative  to  the  other 
applications  submitted  in  response  to  the  RFA.  The  NIAID  will  withdraw  from  further  competition  those 
applications  judged  to  be  non-competitive  for  award  and  will  notify  the  applicant  Principal  Investigator  and 
institutional  official. 

Those  applications  judged  to  be  competitive  will  be  reviewed  for  scientific  and  technical  merit  by  an 
appropriate  peer  review  committee  convened  by  the  Division  of  Extramural  Activities,  NIAID.  The  second  level 
of  review  will  be  provided  by  the  National  Advisory  Allergy  and  Infectious  Diseases  Council. 

INQUIRIES 

It  is  essential  that  prospective  applicants  obtain  a copy  of  the  RFA  before  preparing  an  application.  Written 
and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  issues  or  questions  from  potential  applicants 
are  welcome.  Direct  requests  for  the  RFA  and  appendices  and  inquiries  regarding  programmatic  or  scientific 
issues  to: 

Dr.  Alan  M.  Schultz 

Vaccine  Research  and  Development  Branch,  BRDP 
National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  2B-01 
Bethesda,  MD  20892 
Telephone:  (301)  496-8200 
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Direct  inquiries  regarding  fiscal  matters  to: 


Ms.  Jane  Unsworth 

Grants  Management  Branch,  DEA 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B-22 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

Direct  inquiries  concerning  review  and  review  requirements  to: 

Dr.  Dianne  Tingley 
Scientific  Review  Branch,  DEA 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4C-16 
Bethesda,  MD  20892 
Telephone:  (301)  496-0818 

Applicants  who  use  express  mail  or  courier  services  are  advised  to  follow  the  carrier's  requirements  for  showing 
a street  address.  The  address  for  the  Solar  Building  is: 

6003  Executive  Boulevard 
Rockville,  MD  20852 

Schedule 

Letter  of  Intent  Receipt  Date: 

Application  Receipt  Date: 

Scientific  Review  Date: 

Council  Meeting  Date: 

Earliest  Award  Date: 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  93.856  - Microbiology  and  Infectious 
Diseases  Research  and  93.855  - Immunology,  Allergy  and  Transplantation  Research.  Awards  are  made  under  the 
authority  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52 
and  45  CFR  Parts  74  and  92.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  Review. 

BREAST  CANCER  EDUCATION  SUMMITS 

NIH  GUIDE.  Volume  22,  Number  3,  January  22,  1993 

RFA  AVAILABLE:  CA-93-17 

P.T.  34;  II;  K.U.  0715035,  0403004,  0502017 

National  Cancer  Institute 

Appl  ication  Receipt  Date:  May  7,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  purpose  of  this  RFA  is  to  provide  support  for  the  planning,  implementation,  and  evaluation  of  Breast  Cancer 
Education  Summits.  The  summits  are  intended  to  convey  information  and  educational  materials  about  breast  cancer 
to  community  organizations  and  businesses  and  to  stimulate  these  organizations  and  businesses  to  establish 
breast  cancer  education  and  screening  programs  in  the  community.  The  aim  is  to  motivate  these  organizations 
and  businesses  to  reach  women  in  the  community,  to  inform  them  about  the  risks  of  breast  cancer  and  the  methods 
to  achieve  early  detection,  and  how  to  seek  the  best  treatment.  The  summits  are  intended  ultimately  to  reach 
all  women  in  the  community,  placing  special  emphasis  on  women  at  high  risk  of  breast  cancer  and  populations  that 
are  medically  underserved  and/or  hard-to-reach.  Special  attention  should  be  given  to  encouraging  the 
establishment  of  readily  available,  low-cost,  high-quality  mammograms  for  urtderserved  populations,  such  as  at 
the  worksite,  or  off-site  with  accommodations  made  for  time  and  cost  considerations. 

These  regional  summits  should  follow  the  model  of  the  national  and  regional  summits,  including  educational 
sessions  and  panel  discussions  featuring  successful  communi ty- based  programs  and  worksite  screening  efforts. 

It  is  expected  that  grants  awarded  under  this  RFA  will  be  used  to  partially  fund  planning,  implementation  and 
evaluation  of  the  summit  conference.  The  summits  will  be  sponsored  by  the  National  Cancer  Institute  (NCI)  and 
other  non-profit  organizations.  Centers  are  encouraged  to  obtain  additional  funding  from  local  sources  for  any 
costs  not  met  by  this  grant. 


February  26,  1993 
April  22,  1993 
June  1993 
September  1993 
December  1993 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS  led  national  activity  for  setting  priority  areas.  This  RFA,  Breast  Cancer 
Education  Sunmits,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017*001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Docunents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Eligibility  for  this  RFA  is  limited  to  institutions  with  NCI  P30  Cancer  Center  Support  Grants,  institutions  with 
NCI  P20  planning  grants  for  prospective  cancer  centers  and  other  institutions  with  a broad  base  of 
grant -supported  research  in  basic,  clinical  and  prevention  and  control  science.  NCI -designated  comprehensive 
cancer  centers  that  received  awards,  or  co-hosted  sunmits  with  awardees  in  1992  from  applications  in  response 
to  RFA  CA-91-27  are  not  eligible  to  apply  under  this  RFA,  but  are  encouraged  to  apply  for  RFA  CA-93-18,  Breast 
Cancer  Education  Mini-Summits. 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  mechanism  to  be  used  to  support  these  summits  will  be  the  conference  grant  award 
(R13).  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that 
of  the  applicant.  The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not 
exceed  one  year.  No  more  than  $20,000  in  direct  costs  will  be  awarded  to  a single  institution.  The  anticipated 
award  date  is  July  30,  1993. 

This  RFA  is  a one-time  solicitation. 

FUNDS  AVAILABLE 

Approximately  $140,000  in  total  costs  will  be  committed  specifically  to  fund  applications  which  are  submitted 
in  response  to  this  RFA.  It  is  anticipated  that  seven  to  eight  awards  will  be  made.  This  funding  level  is 
dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program 
is  provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent 
upon  the  availability  of  funds  for  this  purpose. 

SPECIAL  REQUIREMENTS 

The  institutions  that  receive  grants  will  be  asked  to  coordinate  their  meeting  dates  to  ensure  that  the  summits 
are  well-spaced  within  the  time  frame  of  October  1993  to  July  1994. 

Applicants  are  invited  to  attend  a one-day  workshop  on  planning  and  conducting  a breast  cancer  summit  meeting 
that  will  be  held  in  Washington,  DC  on  February  23,  1993.  Pre-registration  is  required  through  the  contacts 
named  in  INQUIRIES  below. 

The  funds  and  resources  provided  by  NCI  must  be  used  for  information  and  education  purposes  only  and  not  for 
fund-raising  activities. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms 
are  available  at  most  institutional  offices  of  sponsored  research;  from  the  office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone 
301/496-7441;  and  from  the  NCI  Program  Director  named  below.  Applicants  may  find  information  on  the 
requirements  for  conference  grants  and  supplemental  instructions  for  application  form  PHS-398  in  the  publication 
"Support  of  Scientific  Meetings"  U.S.  Department  of  Health  and  Human  Services,  August  1988,  8pp.  which  can  be 
obtained  from  the  Office  of  Grants  Inquiries  and  the  Grants  Management  contact  noted  below. 

AWARD  CRITERIA 

Applications  will  be  selected  for  funding  based  primarily  on  their  technical  merit.  However,  location  of  the 
cancer  centers  will  also  be  considered  to  assure  balanced  geographic  distribution  of  the  seven  or  eight  summits 
funded  under  this  RFA  and  the  more  focused  mini-summits  to  be  funded  under  RFA  CA-93-18,  allowing  the  broadest 
coverage  of  the  U.S.  population. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

Linda  M.  Muul,  Ph.D. 

Special  Assistant  to  OCC 

Program  Director,  Cancer  Centers  Branch 

Division  of  Cancer  Biology,  Diagnosis  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North,  Room  308 

Bethesda,  MD  20892 

Telephone:  (301)  496-8531 
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Direct  inquiries  regarding  fiscal  matters  to: 


Cynthia  Mead 

Grants  Acini  ni  strati  on  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800  Ext.  54 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No  93.397.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 

BREAST  CANCER  EDUCATION  MINI -SUWITS 

NIH  GUIDE.  Volume  22,  Number  3,  January  22,  1993 

RFA  AVAILABLE:  CA-93-18 

P.T.  34;  II;  K.U.  0715035,  0403004,  0502017 

National  Cancer  Institute 

Application  Receipt  Date:  May  7,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  THE  INQUIRIES,  BELOW. 

PURPOSE 

The  purpose  of  this  RFA  is  to  provide  support  for  the  planning,  implementation,  and  evaluation  of  Breast  Cancer 
Education  Mini-Summits.  These  mini-summits  are  intended  as  follow-up  to  other  breast  cancer  education  programs 
designed  to  educate  and  encourage  leaders  of  community  organizations,  businesses,  and/or  health  organizations 
to  establish  breast  cancer  education  screening  programs,  such  as  the  Breast  Cancer  Education  Summits  funded 
under  RFA  CA-91-27.  The  present  RFA  provides  applicant  institutions  opportunities  to  develop  and  conduct 
focused  programs  that  are  tailored  to  the  needs  of  more  defined  target  audiences,  as  opposed  to  the  large-scale 
summits  that  will  be  funded  under  a different  RFA  and  will  provide  a comprehensive  introduction  to  screening 
and  education  programs  aimed  at  a broad  audience. 

The  mini-summits  are  to  provide  information  about  the  importance  of  early  detection  of  breast  cancer  and 
practical  experience,  advice,  and  skill-building  in  the  development  and  operation  of  education  and  screening 
programs  and  on  effectively  reaching  women  with  these  services.  They  are  also  to  provide  information  on  ways 
in  which  women  can  obtain  information  on  state-of-the-art  treatment  and  on  referral  to  treatment  services  if 
a problem  is  found  in  screening.  Both  education  and  workshop  sessions  should  be  included  in  the  program. 
Attention  should  be  given  to  defining  the  target  audience,  determining  their  needs  and  obstacles  to  establishing 
education  and  screening  programs  and  to  utilization  of  these  services  (e.g.,  cultural,  social,  economic 
concerns),  and  to  developing  a program  that  addresses  these  needs  and  obstacles. 

The  grants  awarded  under  this  RFA  will  be  used  to  partially  fund  planning,  implementation,  and  evaluation  of 
the  mini -summit.  The  mini-summits  will  be  sponsored  by  the  NCI  and  other  non-profit  organizations.  Centers 
are  encouraged  to  obtain  additional  funding  from  local  sources  for  any  costs  not  met  by  this  grant. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-  led  national  activity  for  setting  priority  areas.  This  RFA,  Breast  Cancer 
Education  Mini-Summits,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report: 
Stock  No.  017-001-00473-1)  thorough  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Eligibility  for  this  RFA  is  limited  to  institutions  with  NCI  P30  Cancer  Center  Support  Grants,  institutions  with 
NCI  P20  planning  grants  for  prospective  cancer  centers,  and  other  institutions  with  a broad  base  of 
grant -supported  research  in  basic,  clinical  and  prevention  and  control  science.  Applicants  must  show  clear 
evidence  of  prior  experience  in  planning  and  conducting  major  breast  cancer  education  programs  within  the  last 
three  years  for  one  or  more  of  the  audiences  that  are  the  focus  of  this  RFA. 

Eligible  institutions  may  apply  for  a grant  under  both  this  RFA  and  RFA  CA-93-17  to  host  a large-scale  summit. 
MECHANISM  OF  SUPPORT 

The  administrative  and  funding  mechanism  to  be  used  to  support  these  summits  will  be  the  conference  grant  award 
(R13).  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that 
of  the  applicant.  The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not 
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exceed  one  year.  No  more  than  $7,500  in  direct  costs  will  be  awarded  to  a single  institution.  The  anticipated 
award  date  is  July  30,  1993. 

This  RFA  is  a one-time  solicitation. 

FUNDS  AVAILABLE 

Approximately  $60,000  in  total  costs  will  be  committed  to  fund  applications  that  are  submitted  in  response  to 
this  RFA.  It  is  anticipated  that  seven  to  eight  awards  will  be  made.  This  funding  level  is  dependent  on 
receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for 
in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent  upon  the 
availability  of  funds  for  this  purpose. 

SPECIAL  REQUIREMENTS 

The  institutions  that  receive  grants  will  be  asked  to  coordinate  their  meeting  dates  to  ensure  that  the  summits 
are  well-spaced  within  the  time  frame  of  October  1993  and  July  1994. 

Appl  icants  are  invited  to  attend  a one-day  workshop  on  planning  and  conducting  a breast  cancer  summit  meeting 
that  will  be  held  in  Washington,  DC  on  February  23,  1993.  Pre-registration  is  required  through  the  contacts 
named  in  inquiries  below. 

The  funds  and  resources  provided  by  the  NCI  must  be  used  for  information  and  education  purposes  only  and  not 
for  fund-raising  activities. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS-398  (revised  9/91)  is  to  be  used  in  applying  for  these  grants.  These 
forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  301-496-7441;  and  from  the  NCI  Program  Director  named  below.  Applicants  may  find  information  on  the 
requirements  for  conference  grants  and  supplemental  instructions  for  application  form  PHS-398  in  the  publication 
on  "Support  of  Scientific  Meetings,"  U.S.  Department  of  Health  and  Human  Services,  August  1988,  8 pp.,  which 
can  be  obtained  from  the  Office  of  Grants  Inquiries  or  the  Grants  Management  contact  noted  below. 

AWARD  CRITERIA 

Applications  will  be  selected  for  funding  based  primarily  on  their  technical  merit.  Location  of  the  cancer 
centers  will  also  be  considered  to  assure  balanced  geographic  distribution  in  the  seven  or  eight  summits  funded 
under  this  RFA  and  the  regional  breast  cancer  summits  funded  under  RFA  CA-93-  17,  and  a balance  in  the  target 
audiences  benefitting  from  them.  Consideration  of  geographic  distribution  and  target  audiences  is  important 
for  ensuring  the  broadest  possible  coverage  of  the  U.S.  population.  In  addition,  for  this  RFA,  consideration 
will  be  given  to  the  intended  target  audience(s)  to  ensure  that  model,  or  prototype,  mini-summits  are  developed 
and  conducted  that  reach  all  the  target  audiences  of  this  RFA:  business,  community  organizations,  government 
health  agencies,  and  intermediaries  who  have  access  to  medically  underserved  and  hard-to-reach  populations. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  on  programmatic  issues  and  requests  for  the  RFA  to: 

Linda  M.  Muul,  Ph.D. 

Special  Assistant  to  OCC 

Program  Director,  Cancer  Centers  Branch 

Division  of  Cancer  Biology,  Diagnosis  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North,  Room  308 

Bethesda,  MD  20892 

Telephone:  (301)  496-8531 

Direct  inquiries  regarding  fiscal  matters  to: 

Cynthia  Mead 

Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800  Ext.  54 

AUTHORITY  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.397.  Cancer  Centers  Support 
Awards  are  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  Review. 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


NATIONAL  RESEARCH  SERVICE  AUAKPS  FOR  INDIVIDUAL  PREDOCTORAL  FELLOWSHIPS 

NIH  GUIDE.  Volune  22,  Number  3,  January  22,  1993 
PAR:  PAR-93-40 

P.T.  22;  K.U.  0720005,  0404000 

Application  Receipt  Dates:  April  5,  August  5,  December  5 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
National  Institute  on  Drug  Abuse 
National  Institute  of  Mental  Health 

PURPOSE 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA),  the  National  Institute  on  Drug  Abuse  (NIDA), 
and  the  National  Institute  of  Mental  Health  (NIMH)  provide  National  Research  Service  Awards  (NRSAs)  to 
individuals  for  research  training  in  specified  areas  of  behavioral  and  biomedical  research  in  order  to  help 
ensure  that  highly  trained  scientists  will  be  available  in  adequate  nunbers  and  in  appropriate  research  areas 
and  fields  to  meet  the  nation's  alcohol,  drug  abuse,  and  mental  health  research  needs. 

Each  Institute  has  different  program  goals  and  initiatives;  therefore,  potential  applicants  should  contact  the 
appropriate  Institute  office,  listed  below,  prior  to  preparing  an  application,  to  obtain  the  full  announcement 
and  current  information  about  the  Institute's  interests  with  regard  to  fellowships. 

ELIGIBILITY  REQUIREMENTS 

Applicants  must  be  citizen  or  noncitizen  nationals  of  the  United  States,  or  have  been  lawfully  admitted  to  the 
United  States  for  permanent  residence  and  have  in  their  possession  an  Alien  Registration  Receipt  Card  (1-151 
or  1-551)  at  the  time  of  application.  Prior  to  formal  submission  of  a fellowship  application,  an  applicant  must 
arrange  for  appointment  to  an  appropriate  institution  and  acceptance  by  a sponsor  to  supervise  the  research 
training  experience.  The  institutional  setting  may  be  a domestic  or  foreign,  nonprofit  private  or  public 
institution,  including  a Federal  laboratory.  The  sponsoring  institution  must  have  the  availability  of  staff 
and  facilities  to  provide  a suitable  environment  for  performing  high-  quality  work. 

An  NRSA  may  not  be  held  concurrently  with  another  federally  sponsored  fellowship  or  similar  Federal  award  that 
provides  a stipend  or  otherwise  duplicates  provisions  of  the  NRSA.  An  individual  may  not  have  more  than  one 
NRSA  competing  application  pending  with  PHS  concurrently.  An  NRSA  recipient  may,  however,  accept  concurrent 
educational  remuneration  from  the  Veterans  Affairs  Department  and  loans  from  Federal  funds. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  is  the  NRSA  Individual  Fellowship  (F31  for  predoctorals),  intended  to  provide  research 
training  to  individuals  in  specified  areas  of  behavioral  and  biomedical  research.  Women  and  minorities  are 
encouraged  to  apply. 

Predoctoral  applicants  must  have  completed  two  or  more  years  of  graduate  work  and  be  enrolled  in  a doctoral 
degree  program  by  the  proposed  fellowship  activation  date.  Research  training  applied  toward  preparation  of  a 
dissertation  is  permitted.  NRSAs  are  not  made  for  study  leading  to  the  M.D.,  D.O.,  D.D.S.,  or  similar 
professional  degrees. 

Period  of  Support:  By  law,  an  individual  may  receive  no  more  than  five  years  of  support  in  the  aggregate  at 
the  predoctoral  level  under  the  NRSA  program,  including  any  combination  of  support  from  individual  and 
institutional  awards.  Policies  of  the  three  awarding  components  limit  periods  of  individual  fellowship  support 
at  the  predoctoral  level  to  three  years. 

Stipends  and  Related  Costs:  The  annual  stipend  for  predoctoral  individuals  at  all  levels  is  $8,800.  The  Tax 
Reform  Act  of  1986,  Public  law  99-514,  describes  the  tax  liability  of  all  persons  supported  under  the  NRSA 
program.  Upon  request,  an  allowance  of  up  to  $3000/per  12-month  period  will  be  provided  to  the  non-Federal 
sponsoring  institution  to  help  defray  such  expenses  as  tuition  and  fees,  research  supplies,  equipment,  travel 
to  scientific  meetings,  and  related  items. 

TRAINING  OBJECTIVES 

The  applicant  should  provide  evidence  of  demonstrated  potential  for  a productive  research  career  based  upon  the 
quality  of  previous  research  training  and  academic  record.  The  applicant  must  propose  a research  training 
program,  which  falls  into  one  of  the  research  areas  described  in  detail  in  the  attachment  to  the  announcement. 
The  research  training  experience  must  provide  enhancement  in  conceptualization  of  research  problems  and  in 
research  skills,  under  the  guidance  and  supervision  of  a committed  sponsor  who  is  an  active  and  competent 
investigator  in  the  area  of  the  applicant's  proposed  research.  The  research  training  program  should  be  carried 
out  in  an  environment  rich  in  the  resources,  human  and  technical,  and  which  is  demonstrably  committed  to 
research  training  and  to  the  particular  program  proposed  by  the  applicant  to  enable  the  applicant  to  grow  as 
a creative  scientist. 
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SPECIAL  REQUIREMENTS 


Payback  Requirement:  Recipients  must  agree  to  engage  in  health-related  research  and/or  teaching  for  a period 
equal  to  the  period  of  NRSA  support  in  excess  of  12  months.  Activities  carried  out  while  supported  by  NRSAs 
may  not  be  used  to  fulfill  the  payback  requirement. 

Awards  must  be  activated  within  six  months  of  receipt  of  award  notice. 

STUDY  POPULATIONS 

Applicants  for  fellowships  that  involve  hunan  subjects  are  required  to  include  minorities  and  both  genders  in 
study  populations.  This  policy  applies  to  all  research  involving  hunan  subjects  and  human  materials,  and 
applies  to  males  and  females  of  all  ages. 

APPLICATION  PROCEDURES 

Prospective  applicants  should  contact  the  relevant  Institute  office  (see  below)  for  a copy  of  the  complete 
program  announcement  and  for  information  regarding  preapplication  consultation  and  the  application  process. 
The  special  Individual  National  Research  Service  Award  kit,  (PHS  416-1  rev.  10/91)  must  be  used  in  applying  for 
fellowships.  These  forms  are  normally  available  from  the  institutional  office  of  sponsored  research  or  its 
equivalent.  If  not  available  locally,  forms  may  be  obtained  from  the  offices  listed  at  the  end  of  this 
announcement . 

The  number  of  this  Program  Announcement  (PAR-93-40)  should  be  typed  in  Item  3 on  the  face  page  of  the 
application  form.  Applications  will  be  accepted  on  April  5,  August  5,  and  December  5.  Applications  received 
after  these  receipt  dates  are  subject  to  assignment  to  the  next  cycle  or  may  be  returned  to  the  applicant.  An 
original  and  two  copies  of  the  completed  and  signed  application  are  to  be  submitted  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
5333  Uestbard  Avenue,  Room  240 
Bethesda,  MD  20892** 

Letters  of  reference  in  sealed  envelopes  must  be  attached  to  the  application. 

REVIEW  CONSIDERATIONS 

Individual  NRSA  fellowship  applications  are  reviewed  for  scientific,  technical,  and  educational  merit  by 
Institute  initial  review  groups  composed  primarily  of  nongovernment  scientists.  Major  considerations  in  the 
review  are  the  applicant's  potential  for  a productive  scientific  career,  the  need  for  the  proposed  training 
requested,  and  the  probability  that  the  research  training  proposal  will  meet  that  need.  The  individual 
applicant,  the  research  training  plan,  the  sponsor  and  institutional  environment,  and  the  sponsor's  endorsement 
and  letters  of  reference  are  all  considered  in  the  review.  Detailed  review  criteria  are  listed  in  the  full 
announcement . 

AWARD  CRITERIA 

The  responsibility  of  award  decisions  resides  solely  with  authorized  program  staff  of  the  Institutes.  The 
following  criteria  will  be  used  in  making  award  decisions:  (1)  overall  merit  of  the  application;  (2)  relevance 
of  the  application  to  the  research  priorities  of  the  awarding  institute  and  program  balance;  (3)  availability 
of  funds. 

INQUIRIES 

The  full  Program  Announcement  and  the  application  kit  may  be  obtained  from  any  of  the  following  offices: 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

OSAPs  National  Clearinghouse  for  Alcohol  and  Drug  Information 

P.0.  Box  2345 

Rockville,  MD  20847-2345 

Telephone:  (301)  468-2600  or  1- (800) -729- 6686 

National  Institute  on  Drug  Abuse 
Grants  Management  Branch 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

National  Institute  of  Mental  Health 
Grants  Management  Branch 
5600  Fishers  Lane,  Room  7C-05 
Rockville,  MD  20857 
Telephone:  (301)  443-4414 

Inquiries  regarding  grants  management  may  be  directed  to  the  National  Institute  of  Mental  Health  address  given 
above. 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.272,  93.278,  93.282.  Awards  will 
be  made  under  the  authority  of  Section  487  of  the  Public  Health  Service  Act,  as  amended  (42  U.S.C.  288)  and 
administered  in  accordance  with  the  PHS  Grants  Policy  Statement  revised  October  1990. 

MINORITY  INVESTIGATORS  IN  ASTHMA  AMD  ALLERGY 

NIH  GUIDE.  Volume  22,  Number  3,  January  22,  1993 
PA:  PA-93-41 


P.T. 


National  Institute  of  Allergy  and  Infectious  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
American  Academy  of  Allergy  and  Immunology 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  the  National  Heart,  Lung,  and  Blood  Institute 
(NHLBI),  and  the  American  Academy  of  Allergy  and  Immunology  (AAAI)  recognize  that  asthma  and  allergy,  as  well 
as  immunologic  lung  diseases,  disproportionately  afflict  minority  populations.  The  resultant  high  morbidity 
and  mortality  in  these  groups  clearly  require  greater  attention.  The  AAAI,  NIAID  and  NHLBI  share  the  concern 
regarding  the  importance  of  heightened  efforts  in  basic  and  clinical  research  in  asthma,  allergy,  and 
immunologic  lung  diseases. 

Also  critical  to  solving  this  growing  public  health  problem  is  the  need  to  increase  the  numbers  of  basic  and 
clinical  minority  researchers.  Thus,  NIAID,  NHLBI  and  AAAI  have  agreed  to  join  together  in  a program  that  will 
address  this  area  of  need. 

This  supplement  program  is  designed  to  reach  minority  scientists  and  students  working  with  Principal 
Investigators  funded  by  NIAID  and  NHLBI,  as  well  as  those  supported  by  other,  non-NIH,  mechanisms. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Minority 
Investigators  in  Asthma  and  Allergy,  is  related  to  the  priority  areas  of  asthma  and  allergy.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Goverrment 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

This  program  is  comprised  of  two  funding  components,  one  from  NIAID  or  NHLBI  and  the  other  from  AAAI.  The 
eligibility  requirements  set  forth  in  the  guidelines  for  the  Research  Supplements  for  Underrepresented 
Minorities  (as  announced  in  the  NIH  Guide  for  Grants  and  Contracts,  January  24,  1992,  Vol.  21,  No.  3),  will  be 
used  for  the  NIAID  and  NHLBI  component. 

For  the  NIAID,  applications  may  be  submitted  by  Principal  Investigators  working  in  the  fields  of  asthma, 
allergy,  and  immunologic  diseases  who  have  ongoing  qualifying  NIAID  research  support.  For  the  NHLBI, 
applications  may  be  submitted  by  Principal  Investigators  working  in  the  field  of  asthma  and  immunologic  lung 
diseases  who  have  ongoing,  qualifying  NHLBI  research  support.  For  both  NIAID  and  NHLBI,  supplemental 
applications  may  be  submitted  on  behalf  of  postdoctoral  scientists  who  are  members  of  underrepresented  minority 
groups  (Blacks,  Hispanics,  Native  Americans,  and  Pacific  Islanders,  or  other  ethnic  or  racial  group  members  who 
have  been  found  to  be  underrepresented  in  biomedical  or  behavioral  research  nationally).  In  addition, 
qualifying  Principal  Investigators  may  apply  for  funds  to  support  two  high  school  and  two  undergraduate  or 
medical  students.  This  part  of  the  program  is  designed  to  stimulate  young,  promising  individuals  to  pursue  a 
career  in  clinical  or  basic  research  in  the  fields  of  asthma  and  allergy.  Principal  Investigators  may  apply 
for  support  for  either  or  both  postdoctoral  scientists  and/or  high  school  and  undergraduate/medical  students. 

Candidates  for  this  program  must  be  U.S.  citizens  lawfully-admitted  aliens,  or  non-citizen  nationals. 

For  the  AAAI  component  of  this  program,  minority  postdoctoral  scientists  may  be  candidates  to  work  with  non- 
NIH  supported  Principal  Investigators  in  the  fields  of  asthma  and  allergy.  This  is  in  recognition  of  the  fact 
that  a sizable  portion  of  the  target  population  (i.e.,  minority  investigators  with  the  M.D.  degree)  may  be  in 
programs  funded  through  non-NIH  mechanisms.  For  these  applications,  the  Principal  Investigator  must  serve  as 
the  minority  individual's  mentor. 

MECHANISM  OF  SUPPORT 

For  the  NIAID -sponsored  part  of  this  program.  Principal  Investigators  supported  by  NIAID  at  domestic 
institutions  working  in  the  field  of  asthma  and  allergy  may  apply  for  a minority  supplement.  Pis  must  be 
supported  by  a qualifying  NIH  research  support  mechanism  including  R01,  R18,  R37,  P01,  P30,  P50,  and  U01. 

For  the  NHLBI -sponsored  part  of  this  program.  Principal  Investigators  at  domestic  institutions  who  conduct 
research  in  the  field  of  asthma  and  immunologic  lung  diseases  and  are  supported  by  NHLBI  through  R01,  R18,  R37, 
P01,  or  U01  grants  with  a minimum  of  two  years  of  research  support  remaining  may  apply  for  a minority 
supplement.  The  NHLBI  will  not  accept  supplemental  applications  from  P50  supported  investigators. 
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RESEARCH  OBJECTIVES 


All  NIAID-funded  Principal  Investigators  working  in  broad-based  basic  or  clinical  research  in  asthma  and 
allergic  diseases  are  encouraged  to  apply.  Projects  ranging  from  molecular  biology  studies  to  intervention 
protocols  will  be  considered.  The  objectives  of  this  Program  Announcement  are  to: 

o Increase  understanding  of  basic  research  in  asthma  and  allergy,  including,  but  not  limited  to  such  areas  as 
cytokines  and  adhesion  molecules,  and  the  relationship  of  the  environment  to  asthma  and  allergic  processes. 

o Foster  understanding  of  prevention,  diagnosis,  and  therapy  of  asthma  and  allergy  leading  to  better  outcome 
measurements. 

NHLBI -supported  Principal  Investigators  who  conduct  basic,  clinical  or  health  education  research  in  asthma  or 
immunologic  lung  diseases  are  encouraged  to  apply.  Projects  may  range  from  molecular  biology  and  genetics  to 
clinical  interventions  and  population-based  investigations.  Development  and  evaluation  of  demonstration  and 
health  education  research  projects  are  also  of  interest. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  an  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  population  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
(rev.  9/91)  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are 
urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 
However,  NIH  recognizes  that  it  may  not  be  feasible  nor  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans 
(including  American  Indians  or  Alaska  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for 
studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  and  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

For  the  NIAID,  a request  for  a supplement  must  be  submitted  by  the  Principal  Investigator  on  behalf  of  a 
minority  candidate,  by  March  29,  1993.  For  the  NHLBI,  a request  for  a supplement  may  be  submitted  by  the 
Principal  Investigator  on  behalf  of  a minority  candidate  at  any  time.  The  format  of  the  applications  should 
follow  the  guidelines  of  the  "Research  Supplements  for  Underrepresented  Minorities,"  (NIH  Guide  for  Grants  and 
Contracts,  January  24,  1992,  Vol.  21.,  No.  3).  The  format  set  forth  in  those  guidelines  is  recommended  for  the 
applicants  submitting  applications  for  the  AAAI  component  of  the  program.  Non-NIH  funded  applicants  should 
provide  all  information  requested  of  NIH-supported  Principal  Investigators.  It  is  expected  that  the  applicants 
for  the  non-NIH  portion  of  this  program  will  provide  (and  adequately  describe)  a scientific  setting  similar  to 
that  of  their  counterparts  applying  for  the  NIAID  or  NHLBI  portion.  Funding  decisions  for  the  NIAID  supplements 
will  be  finalized  by  April  16,  1993.  Funding  decisions  for  NHLBI  supplements  will  be  made  within  four  to  six 
weeks  after  receipt  of  an  application. 

The  completed  original  application  (for  either  the  NIAID  or  the  AAAI  component)  and  five  copies  must  be  sent 
to  Dr.  Milton  J.  Hernandez  at  the  address  listed  under  INQUIRIES. 

The  completed  original  application  (for  either  the  NHLBI  or  AAAI  component)  and  five  copies  must  be  sent  to  Dr. 
Sri  Ram  at  the  address  listed  under  INQUIRIES. 
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REVIEW  PROCEDURES 


Review  of  the  applications  for  this  supplement  program  will  follow  the  guidelines  for  Research  Supplements  for 
Underrepresented  Minorities.  Applications  will  be  reviewed  by  an  ad  hoc  committee  formed  by  NIAID  staff  and 
AAAI  representatives.  Applications  submitted  to  the  NHLBI  will  be  reviewed  by  NHLBI  staff  and  AAAI 
representat i ves . 

Review  criteria  will  include: 

1.  Qualifications  of  the  minority  individual  including  career  goals,  prior  research  training,  research 
potential,  and  any  relevant  experience. 

2.  Adequacy  of  plan  for  the  proposed  research  in  the  supplemental  request,  and  its  relationship  to  the  parent 
grant. 

3.  Evidence  from  the  Principal  Investigator  that  the  experience  will  enhance  the  research  potential,  knowledge 
and/or  skills  of  the  minority  individual. 

4.  Evidence  from  the  Principal  Investigator  that  the  activities  of  the  minority  individual  are  an  integral  part 
of  the  project. 

5.  Evidence  of  educational  achievement  of  the  minority  individual  and  interest  in  a career  in  biomedical 
science. 

AUARD  CRITERIA 

For  FY  1993,  it  is  expected  that  two  minority  supplement  applications  from  NIAID-supported  Principal 
Investigators  will  be  funded  by  NIAID  for  a duration  of  two  years. 

No  limit  has  been  placed  on  the  number  of  awards  to  be  supported  by  the  NHLBI;  as  many  as  possible  will  be 
funded  based  on  the  quality  of  the  applications  and  the  funds  available  for  minority  supplement  awards.  It  is 
expected  that  two  applications  from  non-NIH  supported  investigators  will  be  funded  by  AAAI. 

NIAID  and  NHLBI  supplements  will  be  made  according  to  the  prevailing  guidelines,  providing  an  award  of  up  to 
$50,000  (salary  plus  supplies  and  travel)  per  year.  In  addition  the  prevailing  indirect  costs  will  also  be 
awarded  to  the  applicant  institution.  AAAI  awards  will  be  for  $30,000  and  will  provide  no  indirect  costs  to 
the  applicant  institution. 

INQUIRIES 

Direct  inquiries  regarding  programmatic  aspects  of  the  NIAID  component  of  this  program  to: 

Milton  J.  Hernandez,  Ph.D. 

Director,  Office  of  Science  Training  and  Manpower  Development 
National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4C10 
Bethesda,  MD  20892 
Telephone:  (301)  496-7291 

Inquiries  on  fiscal  matters  for  NIAID  be  addressed  to: 

Ms.  Barbara  A.  Huffman 
Special  Assistant  for  Operations 
Grants  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4C26 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

Direct  inquiries  regarding  programmatic  aspects  of  the  NHLBI  component  of  this  program  to: 

Sri  Ram,  Ph.D. 

Office  of  the  Director 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  6A16 

Bethesda,  MD  20892 

Telephone:  (301)  496-7208 

FAX:  (301)  496-9886 

Inquiries  on  fiscal  matters  for  NHLBI  may  be  addressed  to: 

Raymond  Zimmerman 

Grants  Management  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  6A16 

Bethesda,  MD  20892 

Telephone:  (301)  496-4970 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.855.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  ackninistered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 

CYTOKINES  AMP  ADHESION  IN  ALLERGY  AMP  IMFLAItATIQN 

NIH  GUIDE.  Volume  22,  Number  3,  January  22,  1993 
PA:  PA-93-42 

P.T.  34;  K.U.  0715110,  0715026,  1002004,  1002008,  1003018,  0755035 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Heart,  Lung  and  Blood  Institute 

PURPOSE 

The  Division  of  Allergy,  Immunology,  and  Transplantation  (DAIT)  of  the  National  Institute  of  Allergy  and 
Infectious  Diseases  (N I AID ) and  the  Division  of  Lung  Diseases  (DLD)  of  the  National  Heart,  Lung,  and  Blood 
Institute  (NHLBI)  invite  applications  for  support  of  basic  and  preclinical  studies  directed  at  determining  the 
effects  of  cytokines  and  adhesion  molecules  on  immune  cells  involved  in  allergy  and  inflammation. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement 
(PA),  Cytokines  and  Adhesion  in  Allergy  and  Inflammation,  is  related  to  the  priority  area  of  diabetes  and 
chronic  disabling  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-0325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Research  grant  applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations, 
public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women 
are  encouraged.  Foreign  institutions  are  not  eligible  to  apply  for  the  First  Independent  Research  Support  and 
Transition  (FIRST)  award  (R29). 

MECHANISMS  OF  SUPPORT 

The  mechanisms  of  support  will  be  the  individual  research  project  grant  (R01)  and  the  FIRST  award  (R29). 
Multidisciplinary  approaches  that  involve  collaborative  efforts  among  investigators  in  the  fields  of  basic  and 
clinical  immunology,  allergy,  pulmonology,  biochemistry  and  molecular  biology  are  strongly  encouraged. 

Policies  that  govern  research  grant  programs  of  the  National  Institutes  of  Health  (NIH)  will  prevail. 

RESEARCH  OBJECTIVES 

Background 

Progress  in  understanding  the  complex  steps  in  the  inflammatory  process  requires  a definition  of  the  cellular 
interactions,  of  the  mechanisms  of  cell  activation,  and  of  the  functions  of  the  products  secreted  by  the 
activated  cells.  Recent  progress  has  resulted  in  identification  and  cloning  of  adhesion  molecules  and 
cytokines,  which  are  important  in  cellular  interactions  and  cell  activation,  respectively,  and  in  identification 
of  several  cell  types  that  produce  cytokines.  However,  the  precise  relationships  between  adhesion  molecules, 
cytokines  and  inflammation  have  not  yet  been  elucidated. 

Cytokines  may  selectively  induce  expression  of  adhesion  molecules.  For  example,  IL-4  induces  selective 
expression  of  VCAM-1  on  endothelium,  resulting  in  selective  adherence  of  basophils  and  eosinophils,  two  cell 
types  that  are  prominent  in  chronic  allergic  inflammation.  There  are  many  other  adhesion  molecules  and 
counterreceptors  on  endothelium  and  leukocytes,  and  many  cytokines  other  than  IL-4  that  may  influence  expression 
of  these  molecules. 

Cytokines  also  selectively  induce  cell  activation.  IL-5  and  other  cytokines  (e.g.,  IL-3,  GM-CSF)  all  activate 
eosinophils,  but  the  availability  of  these  cytokines  at  the  sites  of  inflammation  in  vivo,  and  thus  the  relative 
importance  of  each  of  these  cytokines,  are  unknown. 

Some  cellular  sources  of  cytokines  are  known.  IL-4  and  IL-5  are  products  of  helper  T cells,  probably  of  the 
so-called  TH2  subset,  but  recent  evidence  suggests  that  mast  cells  and  perhaps  basophils  may  also  produce  these 
cytokines,  and  that  eosinophils  may  produce  other  cytokines.  The  relative  importance  of  T-cell  vs.  non-T  cell 
derived  cytokines  has  not  been  elucidated. 

Many  new  cytokines  have  been  identified  and  cloned  in  recent  years,  including  interleukins,  interferon--,  TGF-a, 
colony  stimulating  factors  such  as  GM-CSF,  and  members  of  the  intecrine/chemocrine  family  of  cytokines  (such 
as  MCAF/MCP- 1 and  RANTES),  and  many  of  these  have  been  shown  to  have  potent  effects  on  inflammatory  cells. 
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Research  Objectives  and  Scope 


The  NIAID  and  the  NHLBI  are  interested  in  sponsoring  research  projects  to  further  understanding  of  the  role  of 
adhesion  molecules  and  cytokines  in  inflammation,  especially  allergic  inflammation.  Areas  of  interest  include, 
but  are  not  limited  to,  the  following: 

o Cloning  the  genes  that  encode  adhesion  molecules  and  identifying  how  these  genes  are  regulated  in  various 
microenvironments  and  at  various  stages  of  inflammation. 

o Cloning  the  genes  that  encode  cytokines  and  identifying  how  these  genes  are  regulated  in  various 
microenvironments  and  at  various  stages  of  inflammation. 

o Determining  the  relative  importance  of  cytokines  and  of  different  cell  sources  of  cytokines  at  various  stages 
of  inflammation  in  vivo. 

o Identifying  the  mechanisms  of  cell  activation  which  result  in  cytokine  production. 

o Determining  the  biochemical  and  molecular  characteristics  of  the  inflammatory  cell  types  at  various  stages 
of  inflammation. 

In  these  proposals  the  use  of  newer  techniques  of  molecular  and  cellular  biology  and  protein  biochemistry  is 
strongly  encouraged. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  that  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
in  items  1-4  of  the  Research  Plan  AND  summarized  in  item  5,  Human  Subjects.  Applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the 
full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including  American 
Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single 
minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  himan  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided.  Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application 
conforms  to  these  policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to 
answer  the  scientific  question(s)  addressed  AND  the  justification  for  the  selected  study  population  is 
inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected 
in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applicants  are  to  use  the  research  grant  application  form  PHS  398  (rev.  9/91).  For  purposes  of  identification 
and  processing,  check  yes  on  item  2a  of  the  face  page  and  enter  the  PA  number  and  title:  "PA-93-42:  Cytokines 
and  Adhesion  in  Allergy  and  Inflammation."  Applications  will  be  accepted  in  accordance  with  the  standard 
submission  dates  for  new  applications:  February  1,  June  1,  and  October  1. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 
If  so,  a letter  of  agreement  from  either  the  GCRC  program  director  or  principal  investigator  should  be  included 
with  the  application. 
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Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  (301)  496-7441. 

The  completed  original  signed  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

For  FIRST  award  (R29)  applications,  three  reference  letters  (in  sealed  envelopes)  must  be  attached  to  the  face 
page  of  the  original  application  and  submitted  with  the  application.  Failure  to  provide  the  three  reference 
letters  will  result  in  return  of  the  application  to  the  investigator. 

REVIEW  PROCEDURES 

Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be 
reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research  Grants,  NIH,  in 
accordance  with  the  standard  NIH  peer  review  procedures.  Following  scientific-technical  review,  the 
applications  will  receive  a second-level  review  by  an  appropriate  national  advisory  council  or  board. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be 
considered  in  making  funding  decisions:  quality  of  the  proposed  project  as  determined  by  peer  review, 
availability  of  funds,  and  program  balance  among  research  areas  of  the  announcement. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Eugene  M.  Zimmerman,  Ph.D. 

Chief,  Allergic  Mechanisms  Section 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4A24 

Bethesda,  MD  20892 

Telephone:  (301)  496-8973 

FAX:  (301)  402-2571 

Susan  P.  Banks-Schlegel , Ph.D. 

Division  of  Lung  Diseases 

National  Heart,  Lung  and  Blood  Institute 

Westwood  Building,  Room  6A15 

Bethesda,  MD  20892 

Telephone:  (301)  496-7332 

FAX:  (301)  496-9886 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Jeffrey  Carow 

Immunology  Grants  Management  Section 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B29 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

Tanya  McCoy 

Division  of  Extramural  Affairs 
National  Heart,  Lung  and  Blood  Institute 
Westwood  Building,  Room  4A17A 
Bethesda,  MD  20892 
Telephone:  (301)  496-4970 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.855  and  No.  93.838.  Grants  are 
awarded  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241)  and  Title  IV,  Part  A 
(Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  ackninistered  under  PHS  grants 
policies  and  Federal  Regulations,  most  specifically  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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BIOMEDICAL  RESEARCH  SUPPORT  SHARED  INSTRUMENTATION  GRANT 

MI H GUIDE.  Volume  22,  Number  3,  January  22,  1993 


PAR  NUMBER:  PAR-93-43 

P.T.  34;  K.W.  1014001 

National  Center  for  Research  Resources 

Application  Receipt  Date:  March  24,  1993 

PURPOSE 

The  National  Center  for  Research  Resources  (NCRR)  is  continuing  its  competitive  Biomedical  Research  Support 
(BRS)  Shared  Instrunentation  Grant  (SIG)  Program  initiated  in  Fiscal  Year  1982.  The  recent  National  Survey  of 
Academic  Research  Equipment  and  Equipment  Needs,  cosponsored  by  National  Institutes  of  Health  (NIH)  and  the 
National  Science  Foundation,  identified  research  equipment  of  the  type  provided  through  this  program  as 
top-priority.  The  objective  of  the  program  is  to  make  available  to  institutions  with  a high  concentration  of 
NIH-supported  biomedical  investigators  research  instruments  that  can  only  be  justified  on  a shared-use  basis 
and  for  which  meritorious  research  projects  are  described. 

ELIGIBILITY  REQUIREMENTS 

The  BRS  Shared  Instrunentation  Grant  Program  is  a subprogram  of  the  BRS  Program  of  the  NCRR.  Awards  are  made 
under  the  authority  of  the  BRS  Program  and  are  made  to  public  and  non-profit  institutions  only.  Health 
professional  schools,  other  academic  institutions,  hospitals,  state  and  municipal  health  agencies,  and  research 
organizations  may  apply.  Federal  institutions,  foreign  institutions,  and  for-profit  institutions  are  not 
eligible.  Awards  are  contingent  on  the  availability  of  funds. 

An  eligible  institution  may  submit  more  than  one  application  for  different  instrumentation  for  the  March  24, 
1993,  deadline.  However,  if  several  applications  are  submitted  for  similar  instrumentation  from  one  or  more 
eligible  components  of  an  institution,  documentation  from  a high  administrative  official  must  be  provided, 
stating  that  the  several  applications  are  a coordinated  institutional  resource  plan,  not  an  unintended 
dupl i cat  ion. 

MECHANISM  OF  SUPPORT 

BRS  Shared  Instrumentation  Grants  (S10)  provide  support  for  expensive  state-of-the-art  instruments  utilized  in 
both  basic  and  clinical  research.  Applications  are  limited  to  instruments  that  cost  at  least  $100,000  per 
instrument  or  system.  The  maximum  award  is  $400,000. 

RESEARCH  OBJECTIVES 

This  program  is  designed  to  meet  the  special  problems  of  acquisition  and  updating  of  expensive  shared-use 
instruments  that  are  not  generally  available  through  other  NIH  mechanisms,  such  as  the  regular  research  project, 
program  project  and  center  grant  programs,  or  the  Biomedical  Research  Technology  Grant  Program.  Proposals  for 
the  development  of  new  instrunentation  will  not  be  considered. 

Types  of  instrunentation  supported  include,  but  are  not  limited  to,  nuclear  magnetic  resonance  systems,  electron 
microscopes,  mass  spectrometers,  protein  sequencer/amino  acid  analyzers  and  cell  sorters.  Support  will  not  be 
provided  for  general  purpose  equipment  or  purely  instructional  equipment,  personal  computers,  personal 
workstations,  printers  and  ethernet  interfaces.  Proposals  for  "stand  alone"  computer  systems  will  only  be 
considered  if  the  instrument  is  solely  dedicated  to  the  research  needs  of  a broad  community  of  NIH-supported 
investigators. 

Awards  will  be  made  for  the  direct  costs  of  the  acquisition  of  new,  or  the  updating  of  existing,  research 
instruments.  The  institution  must  meet  those  costs  (not  covered  in  the  normal  purchase  price)  required  to  place 
the  instrumentation  in  operational  order  as  well  as  the  maintenance,  support  personnel  and  service  costs 
associated  with  maximum  utilization  of  the  instrument.  There  is  no  upper  limit  on  the  cost  of  the  instrument, 
but  the  maximum  award  is  $400,000.  Grants  will  be  awarded  for  a period  of  one  year  and  are  not  renewable. 
Supplemental  applications  will  not  be  accepted.  The  program  does  not  provide  indirect  costs  or  support  for 
construction  or  alterations  and  renovations.  Cost  sharing  is  not  required.  If  the  amount  of  funds  requested 
does  not  cover  the  total  cost  of  the  instrument,  the  application  should  describe  the  proposed  sources(s)  of 
funding  for  the  balance  of  the  cost  of  the  instrument.  Documentation  of  the  availability  of  the  remainder  of 
the  funding,  signed  by  an  appropriate  institutional  official,  must  be  presented  to  NCRR  prior  to  the  issuance 
of  an  award.  Requests  for  a multiple  instrument  purchase  totaling  over  $400,000  must  specify  and  justify  which 
instrument(s)  should  be  supported  within  the  $400,000  ceiling. 

Applicants  proposing  the  direct  purchase  of  an  instrument  that  the  institution  has  secured  or  is  planning  to 
secure  via  a leasing  agreement  are  strongly  encouraged  to  consult  with  their  institutional  sponsored  projects 
office  regarding  applicable  NIH  policy  prior  to  executing  the  leasing  agreement.  If  the  leasing  agreement  was 
executed  more  than  one  year  prior  to  submission  of  the  SIG  application,  the  applicant  must  provide  strong 
justification  for  the  requested  Federal  funds.  Further,  the  instrument  must  be  considered  state-of-the-art  at 
the  time  of  submission  of  the  SIG  application. 

A major  user  group  of  three  or  more  investigators  should  be  identified.  A minimum  of  three  major  users  must 
be  Principal  Investigators  on  NIH  peer  reviewed  research  support  at  the  time  of  the  award.  The  application  must 
show  a clear  need  for  the  instrumentation  by  projects  supported  by  multiple  NIH  research  awards  and  demonstrate 
that  these  projects  will  require  at  least  75  percent  of  the  total  usage  of  the  instrument.  Major  users  can  be 
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individual  researchers,  or  a group  of  investigators  within  the  same  department  or  from  several  departments  at 
the  applicant  institution.  NIH  extramural  awardees  from  other  institutions  may  also  be  included. 

If  the  major  user  group  does  not  require  total  usage  of  the  instrument,  access  to  the  instrument  can  be  made 
available  to  other  users  upon  the  advice  of  the  internal  advisory  committee.  These  users  need  not  be  NIH 
awardees,  but  priority  should  be  given  to  NIH-supported  scientists  engaged  in  biomedical  research. 

Each  applicant  institution  must  propose  a Principal  Investigator  who  can  assume  administrative/scientific 
oversight  responsibility  for  the  instrumentation  requested.  An  internal  advisory  committee  to  assist  in  this 
responsibility  should  also  be  utilized.  The  Principal  Investigator  and  the  advisory  group  are  responsible  for 
the  development  of  guidelines  for  shared  use  of  the  instrument,  for  preparation  of  all  reports  required  by  the 
NIH,  for  relocation  of  the  instrument  within  the  grantee  institution  if  the  major  user  group  is  significantly 
altered  and  for  continued  support  for  the  maximum  utilization  and  maintenance  of  the  instrument  in  the 
post-award  period. 

A plan  should  be  proposed  for  the  day-to-day  management  of  the  instrument  including  designation  of  a qualified 
individual  to  supervise  the  operation  of  the  instrument  and  to  provide  technical  expertise  to  the  users. 
Specific  plans  for  sharing  arrangements  and  for  monitoring  the  use  of  the  instrument  should  be  described. 

If  a grant  award  is  made,  a final  progress  report  will  be  required  that  describes  the  use  of  the  instrument, 
listing  all  users,  and  indicating  the  value  of  the  instrumentation  to  the  research  of  the  major  users  and  to 
the  institution  as  a whole.  This  report  is  due  within  90  days  following  the  end  of  the  project  period. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91).  Application  kits  are 
available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  (301)  496-7441. 

1.  Form  page  1 (Face  page  of  the  application)  - Item  1.  Name  the  type  of  instrument  requested.  (Note  at  the 
bottom  of  the  face  page  if  a duplicate  application  has  been  sent  to  another  agency.) 

Item  2.  Check  the  box  marked,  "yes,"  and  write  in  the  number  of  this  announcement  and  "NCRR-BRS  SHARED 
INSTRUMENTATION  GRANT." 

Item  4.  If  human  subjects  are  involved  in  the  research,  follow  the  instructions  for  completing  Item  4 on  the 
face  page  of  form  PHS  398,  certifying  that  an  Institutional  Review  Board  (IRB)  approved  by  PHS  has  reviewed  and 
approved  the  protocols  involving  human  subjects.  If  the  protocols  are  ongoing  and  have  already  received  prior 
IRB  review  and  approval  within  one  year  of  the  submission  date  of  this  application,  then  additional  IRB  review 
is  not  necessary.  However,  this  fact  must  be  noted  in  Item  4 on  the  Face  Page,  and,  if  space  is  insufficient, 
the  date(s)  of  prior  IRB  review  and  approval  of  each  protocol  involving  human  subjects  should  be  listed  in  the 
"Research  Plans." 

Item  5.  If  live  vertebrate  animals  are  involved  in  the  research,  follow  the  instructions  for  completing  Item 
5 on  the  Face  Page  of  Form  PHS  398,  verifying  that  an  Institutional  Animal  Care  and  Use  Committee  (IACUC) 
approved  by  PHS  (OPRR)  has  reviewed  and  approved  the  protocols  involving  animals.  If  the  protocols  are  ongoing 
and  have  already  received  prior  IACUC  review  and  approval  within  three  years  of  the  submission  date  of  this 
application,  then  additional  IACUC  review  is  not  necessary.  However,  this  fact  must  be  noted  in  Item  5 on  the 
Face  Page  and,  if  space  is  insufficient,  the  date(s)  of  prior  IACUC  review  and  approval  of  each  protocol 
involving  animals  should  be  listed  in  the  "Research  Plan." 

Item  6.  Write  in  April  1,  1994  - March  31,  1995. 

Item  8A.  Use  this  block  to  give  the  total  amount  requested  from  NCRR  for  this  instrument  or  system. 

Item  12.  Complete  Item  12  and  type  in  the  institution's  BRS  grant  number. 

2.  Form  page  2.  Complete  the  abstract  as  directed.  Under  "Personnel  engaged  on  project",  give  data  on  the 
Principal  Investigator  and  the  major  user  group  as  required. 

3.  Form  page  4.  Describe  the  instrument  requested  including  manufacturer  and  model  number.  The  model  chosen 
should  be  justified  by  comparing  its  performance  with  other  available  instruments.  Provide  a detailed  budget 
breakdown  of  the  main  equipment  and  accessories  requested  including  tax  and  import  duties,  if  applicable.  An 
itemized  quote  from  a vendor  should  be  included.  If  a project  involves  a potential  biohazard,  funds  for 
accessory  containment  equipment  for  the  instrument  or  instrument  system  may  be  included  in  the  requested  budget. 

4.  Form  page  5.  Budget  Estimates  for  All  Years.  Not  applicable;  do  not  complete. 

5.  Form  page  6 - Biographical  Sketch.  In  addition  to  the  personnel  listed  on  page  2,  include  a biographical 

sketch  of  the  person(s)  who  will  be  in  charge  of  maintenance  and  operation  of  the  instrument  and  a brief 
statement  of  the  qualifications  of  the  individual(s).  Biographical  sketches  should  not  exceed  two  pages  for 
each  individual. 

6.  Form  page  7 - Other  Support.  Provide  the  requested  information  for  each  major  user. 

7.  Section  2 of  the  application.  (If  this  is  a revised  application,  note  the  special  instructions  in  the 

PHS-398  kit  regarding  completion  of  Section  2 of  the  application.) 

Provide  information  relative  to  the  points  identified  under  criteria  for  review  including: 
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a.  Inventory  similar  instruments  existing  at  the  institution  or  otherwise  accessible;  describe  why  they  are 
unavailable  or  inappropriate  for  the  proposed  research  and  provide  a clear  justification  why  new  or  updated 
equipment  is  needed,  including  accessories. 

b.  Have  the  major  users  describe  their  research  projects  and  indicate  how  the  requested  instrumentation  and/or 
accessories  would  enhance  the  progress  of  their  research  projects.  While  most  projects  are  included  in 
currently  funded  applications,  some  represent  new  directions.  In  the  case  of  funded  projects,  the  description 
should  not  exceed  four  pages  per  user  but  should  point  out  the  benefit  of  the  proposed  instrument  to  the 
research  objectives  of  each  major  user.  New  directions  and  their  requirements  for  the  proposed  instrumentation 
should  be  described  in  sufficient  detail  to  allow  adequate  review  (including  preliminary  data  or  supplemental 
materials).  Use  a table  to  list  the  names  of  the  users,  brief  titles  of  the  projects,  the  NIH  grant  numbers 
and  the  estimated  percentage  of  use.  List  the  page  number  of  this  table  under  "Table  of  Contents"  (Form  page 
3)  after  "Resources  and  Environment".  Make  a separate  table  to  indicate  the  major  users'  needs  for  requested 
accessories.  If  possible,  each  user  should  highlight  those  publications  that  demonstrate  the  user's  expertise 
in  using  the  requested  instrunentation. 

c.  Describe  the  organizational  plan  including  the  internal  advisory  committee  for  administration  of  the  grant. 

d.  Submit  a specific  plan  for  long-term  operation  and  maintenance  of  the  instrunent.  Provide  docunentation 
(e.g.,  separate  letters  signed  by  appropriate  institutional  officials)  describing  the  required  institutional 
commitment  in  support  of  the  proposed  plan. 

Applications  must  be  received  by  March  24,  1993.  Applications  received  after  this  date  will  not  be  accepted 
for  review  in  this  competition.  The  original  and  three  copies  of  the  application,  together  with  four  copies 
of  any  appendix  material,  must  be  sent  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892*** 

Two  copies  of  the  application  and  one  copy  of  any  appendix  material  must  be  addressed  to: 

Biomedical  Research  Support  Program 
National  Center  for  Research  Resources 
Westwood  Building,  Room  10A11 
Bethesda,  MD  20892 

REVIEW  PROCEDURES 

Applications  are  reviewed  by  specially  convened  initial  review  groups  of  the  Division  of  Research  Grants  (DRG) 
for  scientific  and  technical  merit  and  for  program  considerations  by  the  National  Advisory  Research  Resources 
Council  (NARRC)  of  the  NCRR.  Approximately  half  of  the  applications  will  be  reviewed  at  the  September  1993, 
NARRC  meeting  and  the  remainder  at  the  NARRC  meeting  in  February  1994.  Funding  decisions  on  all  applications 
received  for  the  March  24,  1993,  deadline  will  not  be  made  until  the  program  receives  an  appropriation  for  FY 
1994.  The  Council  date  will  not  affect  funding  decisions. 

Criteria  for  review  of  applications  include  the  following: 

o The  extent  to  which  an  award  for  the  specific  instrument  would  meet  the  scientific  needs  and  enhance  the 
planned  research  endeavors  of  the  major  users  by  providing  an  instrument  that  is  unavailable  or  to  which 
availability  is  highly  limited. 

o The  availability  and  commitment  of  the  appropriate  technical  expertise  within  the  major  user  group  or  the 
institution  for  use  of  the  instrumentation. 

o The  adequacy  of  the  organizational  plan  and  the  internal  advisory  committee  for  administration  of  the  grant 
including  sharing  arrangements  for  use  of  the  instrument. 

o The  institution's  commitment  for  continued  support  of  the  utilization  and  maintenance  of  the  instrument, 
o The  benefit  of  the  proposed  instrument  to  the  overall  research  community  it  will  serve. 

AWARD  CRITERIA 

In  making  funding  decisions,  the  NCRR  will  give  consideration  to  ensure  program  balance  among  various  types  of 
instruments  supported  and/or  geographic  distribution  of  awards. 

INQUIRIES 

Inquiries  regarding  programmatic  or  scientific  issues  may  be  directed  to: 

Marjorie  A.  Tingle,  Ph.D. 

Director,  Biomedical  Research  Support  Program 
National  Center  for  Research  Resources 
Westwood  Building,  Room  10A11 
Bethesda,  MD  20892 
Telephone:  (301)  496-6743 
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Direct  inquiries  regarding  fiscal  matters  to: 


Ms.  Mary  V.  Niemiec 

Office  of  Grants  and  Contracts  Management 
National  Center  for  Research  Resources 
Westwood  Building,  Room  849 
Bethesda,  MD  20892 
Telephone:  (301)  496-9840 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  nunber  93.337,  Biomedical  Research 
Support.  Awards  will  be  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A,  (Public 
Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grant  policies  and 
Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  Review. 

THE  SPREAD  OF  TUBERCULOSIS  AMONG  DRUG  USERS 

NIH  GUIDE.  Volume  22,  Number  3,  January  22,  1993 

PA  NUMBER:  PA-93-44 

P.T . 34;  K.W.  0404009,  0715165 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  purpose  of  this  program  announcement  (PA)  is  to  encourage  research  on  the  spread  of  tuberculosis  among  drug 
users.  This  PA  is  critical  to  the  national  effort  to  control  the  spread  of  tuberculosis,  which  in  recent  years 
has  again  become  a significant  public  health  problem,  due  in  part  to  the  epidemic  of  human  immunodeficiency 
virus  (HIV).  Historically,  drug  users  have  been  at  high  risk  for  tuberculosis,  and  immunocompromised 
HIV-infected  drug  users  are  at  particularly  high  risk.  Information  regarding  factors  influencing  transmission 
and  treatment  of  tuberculosis  among  drug  users  and  the  impact  of  co-infection  with  HIV  is  lacking.  Results  from 
research  studies  specifically  focused  on  tuberculosis  in  drug  users  will  aid  prevention  efforts  aimed  at  drug 
users. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  The  Spread  of 
Tuberculosis  Among  Drug  Users,  is  primarily  related  to  the  priority  area  of  HIV  infection,  immunization,  and 
infectious  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-  00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202/783-  3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  public  and  private 
organizations,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Applications  from  women  and  minority  investigators  are 
encouraged.  Foreign  institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST) 
awards  (R29). 

MECHANISM  OF  SUPPORT 

Support  mechanisms  include:  research  projects  grants  (R01),  small  grants  (R03),  and  FIRST  awards  (R29). 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  Program  Announcement  may  vary,  it  is 
anticipated  that  the  size  of  an  award  will  vary  also.  However,  it  is  anticipated  that  the  average  amount  of 
an  award  under  the  R01  mechanism  will  be  approximately  $300,000  in  direct  costs. 

RESEARCH  OBJECTIVES 

Background  Summary 

The  incidence  of  tuberculosis  has  increased  over  the  last  several  years,  in  direct  relationship  to  the  surge 
in  the  HIV  epidemic.  Immunocompromised  persons  co-infected  with  HIV  are  at  high  risk  for  developing 
tuberculosis.  In  contrast  to  other  opportunistic  infections  to  which  HIV- infected  persons  are  susceptible, 
tuberculosis  can  spread  to  those  uninfected  with  HIV.  Nationally,  current  numbers  of  cases  being  reported  are 
in  excess  of  expected  trends,  and  recent  projections  suggest  that  the  historical  gains  in  tuberculosis  control 
are  being  lost.  According  to  the  Centers  for  Disease  Control  and  Prevention,  the  number  of  reported  cases  of 
tuberculosis  in  the  United  States  has  increased  since  1986,  following  many  years  of  steady  decline.  Between  1985 
and  1991,  there  were  approximately  26,000  reported  cases  of  tuberculosis,  an  overall  increase  of  18.4  percent 
since  1985.  Urban  areas  of  the  United  States  such  as  New  York  City  have  shown  the  most  dramatic  increases  in 
tuberculosis  incidence  since  the  early  1980s. 

Those  at  high  risk  of  developing  tuberculosis  include  persons  with  HIV  infection,  alcoholics  and  drug  users, 
close  contacts  of  known  infectious  tuberculosis  cases,  persons  with  other  medical  risk  factors  that  increase 
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the  risk  of  active  tuberculosis  once  infection  has  occurred,  persons  from  high  prevalence  countries,  persons 
who  are  medically  underserved,  and  residents  of  correctional  institutions  and  other  long-term  care  facilities. 
Racial/ethnic  groups  historically  at  high  risk  for  tuberculosis  include  Blacks  and  Hispanics,  among  whom  there 
were  large  increases  reported  in  tuberculosis  cases  between  1985  and  1991.  Increases  in  tuberculosis  have  been 
reported  in  all  age  groups,  including  pediatric,  with  the  greatest  increase  since  1985  in  the  25-44  year  age 
group. 

Factors  contributing  to  the  spread  of  tuberculosis  include  the  HIV  epidemic,  both  in  persons  with  prior 
tuberculosis  infection  who  are  newly  infected  with  HIV  and  in  persons  with  prior  HIV  infection  who  are  newly 
infected  with  tuberculosis;  increases  in  homelessness,  poverty,  and  substance  abuse;  deterioration  in  health 
care  infrastructure,  particularly  in  urban  areas;  and  the  development  of  drug  resistant  strains  of  tuberculosis. 

Recently,  there  have  been  reported  outbreaks  of  multi-drug  resistant  tuberculosis  (MDR-TB),  with  high  case 
fatality  rates.  The  majority  of  cases  have  occurred  in  HIV-infected  persons,  with  primary  infection  of  MDR-TB 
occurring  in  several  cases.  Factors  contributing  to  outbreaks  include  the  convergence  of  highly  susceptible, 
HIV  immunocompromised  patients  and  patients  with  tuberculosis,  as  well  as  delayed  recognition  of  tuberculosis 
infection  and  disease,  delayed  recognition  of  drug  resistance,  delayed  initiation  of  effective  anti -tuberculosis 
treatment,  and  failure  of  treatment  compliance,  resulting  in  prolonged  infectiousness  and  the  development  of 
drug  resistance. 

Historically,  tuberculosis  has  been  identified  as  a prevalent  condition  among  drug  users,  with  very  large 
reservoirs  of  latent  infection  reported.  Drug  users  are  at  high  risk  for  contracting  and  spreading 
tuberculosis,  due  to  high  HIV  seroprevalence,  low  socioeconomic  status  and  poor  environmental  conditions,  and 
problems  of  access  to  primary  health  care.  Major  areas  of  concern  among  drug  users  both  in-  and 
out -of -treatment  are  diagnosis  and  treatment  of  tuberculosis  infection  and  disease,  identification  of  strain, 
control  of  transmission,  and  compliance  with  therapy. 

Areas  of  Research  Interest 

Areas  of  research  interest  that  examine  the  factors  influencing  the  transmission  and  treatment  of  tuberculosis 
among  drug  abusers  that  would  be  responsive  to  this  announcement  include,  but  are  not  limited  to,  the  following: 

1.  Epidemiologic  investigations  which  document  the  occurrence  of  and  risk  factors  for  tuberculosis  infection 
and  disease,  including  MDR-TB,  among  drug  users  both  in-  and  out-of  treatment  and  in  drug  users  with  and  without 
HIV  infection;  the  prevalence  of  latent  tuberculosis  infection  both  in-  and  out-of  treatment  drug  users. 
Epidemiologic  investigations  which  utilize  DNA  fingerprinting  techniques  to  document  the  occurrence  of  specific 
tuberculosis  strains,  changes  in  strains  over  time,  and  transmission  patterns  within  populations  of  drug  users. 
Investigations  of  drug  susceptibility  patterns  in  populations  of  drug  users. 

2.  Research  on  the  interactions  of  tuberculosis  medications  with  drugs  of  abuse,  such  as  cocaine,  alcohol,  and 
heroin,  and  with  methadone  treatment.  Investigation  of  differential  effectiveness  of  long-term  prophylaxis  and 
treatment  in  relation  to  substance  abuse  and  substance  abuse  treatment. 

3.  Studies  of  the  relationship  of  skin  test  anergy,  PPD  tuberculin  reactivity,  and  active  tuberculosis  in  HIV 
co-infected  drug  users.  Longitudinal  research  on  the  natural  history  of  and  risk  for  the  development  of  anergy 
in  HIV  co-infected  and  uninfected  drug  users;  the  impact  of  repeated  tuberculin  testing;  the  incidence  of 
tuberculin  conversions.  Studies  of  anergy  in  relation  to  development  of  HIV  disease  and  decline  in  immune 
status;  studies  on  the  role  of  primary  infection  on  risk  of  developing  active  tuberculosis  in  anergic  drug 
users. 

4.  Research  on  the  clinical  side  effects  of  tuberculosis  preventive  and  treatment  therapy  in  HIV-infected  and 
uninfected  drug  users,  such  as  studies  on  combined  toxicity  of  zidovudine  and  anti  tuberculosis  chemotherapy. 

5.  Investigation  of  the  relationship  of  tuberculosis  prophylaxis  and  treatment  compliance  to  the  risk  of 
developing  active  tuberculosis  in  drug  users,  and  the  risk  of  developing  active  disease  relative  to  tuberculosis 
therapy  and  co-infection  with  HIV;  studies  of  differences  in  case  rates  for  active  tuberculosis  between  treated 
and  partially  treated  or  untreated  HIV-infected  tuberculin  reactors.  Evaluation  of  the  effectiveness  of 
isoniazid  prophylaxis  in  anergic  patients. 

6.  Development  and  evaluation  of  new  or  innovative  anti  tuberculosis  immunization  strategies  in  drug  users. 

7.  Studies  of  characteristics  of  the  health  care  environment  which  enhance  screening  for  tuberculosis  and 
promote  compliance  with  treatment  and  prophylaxis  for  in-and  out-of  treatment  drug  users.  Studies  to  expand 
research  on  cultural  characteristics  and  gender  differences  which  influence  utilization  of  health  care  and 
tuberculosis  therapy  adherence  among  at-risk  drug  users. 

8.  Studies  of  the  behavioral  issues  related  to  compliance  with  tuberculosis  treatment  and  prophylaxis  regimens; 
development  and  testing  of  compliance  predictor  instruments  to  identify  patient  factors  associated  with  poor 
compliance. 

9.  Studies  to  evaluate  the  effectiveness  of  adherence  interventions,  such  as  directly  observed  therapy,  both 
in  the  field  and  in  treatment,  incentives,  supports,  and  provision  of  social  and  health  care  services. 

10.  Research  on  beliefs,  attitudes,  and  knowledge  of  drug  users  and  substance  abuse  treatment  staff  regarding 
prevention,  appropriate  management,  compliance  with  and  adverse  reactions  to  treatment  of  tuberculosis,  and 
development  and  testing  of  educational  strategies  to  prevent  transmission  among  treatment  staff  and  drug  users. 

11.  Evaluation  of  the  effectiveness  of  linking  antituberculosis  therapies  and  drug  abuse  treatment  in  a single 
setting  to  enhance  treatment  compliance. 
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12.  Evaluation  of  the  effectiveness  of  outreach  and  contact  tracing,  e.g.,  of  household  contacts  of  drug  users 
known  to  be  exposed  to  tuberculosis. 

13.  Development  and  evaluation  of  innovative  community- based  HIV  and  tuberculosis  educational  and  screening 
programs  with  linkages  to  appropriate  treatment  or  prophylaxis  for  tuberculosis. 

14.  Research  on  prevention  which  utilizes  epidemiologic  studies  of  tuberculosis  in  drug  users  to  target 
behavioral  risk  factors  for  infection  and  transmission;  development  and  testing  of  theory-based  prevention 
interventions  which  target  the  spread  of  tuberculosis  among  drug  users. 

STUDY  POPULATIONS 

NIH  POLICY  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  AS  SUBJECTS  IN  RESEARCH 

Applications  for  grants  and  cooperative  agreements  that  involve  human  subjects  are  required  to  include 
minorities  and  both  genders  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at 
risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders,  and  conditions  which  disproportionately 
affect  them.  This  policy  applies  to  all  research  involving  human  subjects  and  human  materials,  and  applies  to 
males  and  females  of  all  ages.  If  one  gender  and/or  minorities  are  excluded  or  are  inadequately  represented 
in  this  research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  for  exclusion 
or  inadequate  representation  should  be  provided.  The  composition  of  the  proposed  study  population  must  be 
described  in  terms  of  gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In  addition, 
gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  American 
Indians  or  Alaskan  Natives,  Asians  or  Pacific  Islanders,  Blacks,  Hispanics).  Investigators  must  provide  the 
rationale  for  studies  on  single  minority  population  groups. 

Applications  for  support  of  research  involving  human  subjects  must  employ  a study  design  with  minority  and/or 
gender  representation  (by  age  distribution,  risk  factors,  incidence/prevalence,  etc.)  appropriate  to  the 
scientific  objectives  of  the  research.  It  is  not  an  automatic  requirement  for  the  study  design  to  provide 
statistical  power  to  answer  the  questions  posed  for  men  and  women  and  racial/ethnic  groups  separately;  however, 
whenever  there  are  scientific  reasons  to  anticipate  differences  between  men  and  women,  and  racial/ethnic  groups, 
with  regard  to  the  hypothesis  under  investigation,  applicants  should  include  an  evaluation  of  these  gender  and 
minority  group  differences  in  the  proposed  study.  If  adequate  inclusion  of  one  gender  and/or  minorities  is 
impossible  or  inappropriate  with  respect  to  the  purpose  of  the  research,  because  of  the  health  of  the  subjects, 
or  other  reasons,  or  if  in  the  only  study  population  available,  there  is  a disproportionate  representation  of 
one  gender  or  minority/majority  group,  the  rationale  for  the  study  population  must  be  well  explained  and 
justified. 

The  NIH  funding  components  will  not  make  awards  of  grants,  cooperative  agreements  or  contracts  which  do  not 
comply  with  this  policy.  For  research  awards  which  are  covered  by  this  policy,  awardees  will  report  annually 
on  enrollment  of  women  and  men,  and  on  the  race  and  ethnicity  of  subjects. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit.  The  receipt  dates  for  applications  for 
A IDS -related  research  are  found  in  the  application  instructions. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  Maryland  20892,  telephone  301/496-7441.  The  number  and  title  of  the  announcement  must  be  typed 
in  item  2a  of  the  face  page  of  the  application. 

FIRST  awa,rd  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of 
the  original  application.  FIRST  award  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Applications  received  under  this  announcement  will  be  assigned  on  the  basis  of  established  Public  Health  Service 
referral  guidelines.  Applications  will  be  reviewed  for  scientific  and  technical  merit  by  initial  review  groups, 
in  accordance  with  the  standard  NIH  peer  review  procedures.  Following  scientific-technical  review,  the 
applications  will  receive  second-level  review  by  the  appropriate  national  advisory  council.  Small  grants  (R03) 
applications  do  not  receive  a second- level  review. 
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Criteria  for  scientific/technical  merit  of  applications  will  include  the  following: 


o Potential  significance  of  the  concept 
o Originality  of  the  concept 
o Feasibility  of  the  proposed  research 

AUARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications  recommended  for  further  consideration 
assigned  to  that  Institute.  The  following  will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  the  peer  review; 
o Availability  of  funds;  and 
o Program  balance  among  research  areas. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcomed. 

Direct  inquiries  regarding  programmatic  issues  to: 

Katherine  Davenny,  MPH 
Division  of  Clinical  Research 
Clinical  Medicine  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  11A-33 
Rockville,  MD  20857 
Telephone:  (301)  443-1801 

Direct  inquiries  regarding  fiscal  matters  to: 

Mrs.  Shirley  A.  Denney 
Grants  Management  Branch,  OPRM 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Section  301  (42  U.S.C.  241).  Title  42  of  the  Code  of  Federal 
Regulations  (CFR),  Part  52,  "Grants  for  Research  Projects,"  Title  45  CFR  Part  74,  "Administration  of  Grants," 
and  45  CFR  Part  92  are  applicable  to  these  awards. 

Applications  submitted  in  response  to  this  announcement  are  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372,  as  implemented  through  Department  of  Health  and  Human  Services 
regulations  at  45  CFR  Part  100.  Grants  must  be  administered  in  accordance  with  the  PHS  Grants  Policy  Statement, 
revised  October  1,  1990. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOPS 

NIH  GUIDE.  Volume  22,  Number  4,  January  29,  1993 
P.T.  42;  K.W.  0201011,  1014003 
National  Institutes  of  Health 

The  Animal  Welfare  Education  Workshop  sponsored  by  the  Oklahoma  Health  Science  Center,  announced  in  the  NIH  Guide  for 
Grants  and  Contracts.  Vol.  21,  No.  43,  November  27,  1992,  has  been  postponed  until  September  1993.  Information 
concerning  the  date  and  theme  of  the  workshop  will  be  announced  in  future  issues  of  the  NIH  Guide. 

INQUIRIES 

For  further  information  concerning  future  NIH/OPRR  Animal  Welfare  Education  Workshops,  contact: 

Ms.  Roberta  Sonneborn 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building,  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-7163 

NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

REGULATION  OF  PROSTATE  GROWTH:  BASIC  AND  CLINICAL  STUDIES 

NIH  GUIDE.  Volune  22,  Number  4,  January  29,  1993 
RFA  AVAILABLE:  DK-93-17 

P.T.  34;  K.W.  0760020,  1002058,  0715105,  0785055,  0715075 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  February  18,  1993 
Application  Receipt  Date:  March  26,  1993 
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THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRES,  BELOW. 


PURPOSE 

The  Division  of  Kidney,  Urologic,  and  Hematologic  Diseases  (DKUHD)  of  the  National  Institute  of  Diabetes  and  Digestive 
and  Kidney  Diseases  (NIDDK)  is  soliciting  grant  applications  for  support  of  basic  and  clinical  studies  focused  on  the 
biology  of  prostate  growth  regulation. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Regulation  of  Prostate  Growth: 
Basic  and  Clinical  Research  Studies,  is  related  to  the  priority  area  of  diabetes  and  chronic  disabling  conditions. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public  and  private, 
such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies 
of  the  Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit  as  Principal  Investigators. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  research  project  grant  (R01).  Responsibility  for  the  planning, 
direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Applicants  must  limit  their 
requests  to  not  more  than  $160,000  direct  costs  for  the  initial  budget  period.  Awards  will  be  administered  under  PHS 
grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement.  The  majority  of  awards  made  from  this  RFA  will  be  for  the 
support  of  new  projects. 

FUNDS  AVAILABLE 

For  FY  1993,  $1,000,000  will  be  committed  by  the  NIDDK  to  fund  applications  submitted  in  response  to  this  RFA.  It  is 
anticipated  that  five  to  eight  awards  will  be  made.  However,  this  funding  level  is  dependent  upon  the  receipt  of  a 
sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the  financial 
plans  of  the  NIDDK  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this 
purpose. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  announcement  is  to  solicit  applications  that  propose  to  investigate  the  biology  of  prostate  growth 
regulation  at  the  molecular,  cellular,  and  organ  level.  A major  emphasis  in  this  RFA  is  the  solicitation  of  new  and 
innovative  approaches  to  study  of  prostate  growth. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
minorities  in  study  populations.  If  minorities  are  not  included  in  the  study  populations  for  clinical  studies,  a 
specific  justification  for  this  exclusion  must  be  provided.  If  the  required  information  is  not  contained  within  the 
application,  the  application  will  be  returned  without  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  requested,  but  not  required,  to  submit  a letter  of  intent  to  apply  to  the  RFA.  This  letter 
should  include  the  name,  telephone  number  and  mailing  address  of  the  Principal  Investigator,  the  names  of  other  key 
personnel,  and  the  name  of  the  applicant  institution,  and  the  number  and  title  of  this  RFA.  Such  a letter  of  intent 
is  not  binding  and  it  will  not  enter  into  the  review  of  any  application  subsequently  submitted,  nor  is  it  a necessary 
requirement  for  application.  Letters  of  intent  are  requested  solely  for  planning  purposes.  The  NIDDK  staff  will  not 
provide  responses  to  such  letters.  Letters  of  intent  must  be  received  no  later  than  February  18,  1993  and  are  to  be 
addressed  to: 

Dr.  Robert  Hammond,  Chief,  Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  The  form  is 
available  from  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Inquiries,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
496-7441. 

For  developing  programs  that  deal  with  clinical  populations,  applicants  may  wish  to  consider  utilization  of  General 
Clinical  Research  Center  (GCRC)  facilities.  More  information  on  the  GCRC  program  is  available  from  Dr.  Judith 
Vaitukaitis  at  the  National  Center  for  Research  Resources,  telephone  (301)  496-6595. 

The  RFA  label  available  in  the  application  form  must  be  affixed  to  the  bottom  of  the  face  page.  Failure  to  use  this 
label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee  in  time 
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for  review.  In  addition,  the  RFA  title  and  number  must  be  typed  on  line  2a  of  the  face  page  of  the  application  form 
and  check  the  YES  box.  Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three 
signed,  exact  photocopies,  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  under  separate  cover  to: 

Chief,  Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 

Applications  must  be  received  by  March  26,  1993.  If  an  application  is  received  after  that  date,  it  will  be  returned 
to  the  applicant.  The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this 
announcement  that  is  essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant  withdraws  the 
pending  application.  However,  it  is  allowable  to  submit  the  same  project  as  both  an  R01  and  as  a component  project 
of  a program  project.  The  DRG  will  not  accept  any  application  that  is  essentially  the  same  as  one  already  reviewed. 
This  does  not  preclude  the  submission  of  substantial  revisions  of  applications  previously  reviewed.  Such  applications 
must  not  only  include  an  introduction  addressing  the  previous  critique  but  also  be  responsive  to  this  RFA. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  the  DRG  for  completeness.  Incomplete  applications  will  be  returned  to 
the  applicant  without  further  consideration.  Evaluation  for  responsiveness  to  the  program  requirements  and  criteria 
stated  in  the  RFA  is  an  NIDDK  staff  function.  If  the  application  is  not  responsive  to  the  RFA,  the  staff  will  contact 
the  applicant  to  determine  whether  it  should  be  returned  to  the  applicant,  or  held  until  the  next  regular  receipt  date 
and  reviewed  in  competition  with  all  other  applications. 

Those  applications  that  are  complete  and  responsive  will  be  evaluated  for  scientific/technical  merit  by  an  appropriate 
peer  review  group  convened  by  the  NIDDK.  Following  this  review,  the  applications  will  be  given  a secondary  review  by 
the  National  Diabetes  and  Digestive  and  Kidney  Diseases  Advisory  Council  unless  not  recommended  for  further 
consideration  by  the  initial  review  group. 

Review  criteria  for  this  RFA  are  generally  the  same  as  those  for  unsolicited  research  grant  applications. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  This  is  a notice  of  availability  of  an  RFA. 
Applicants  must  request  the  RFA  from  the  NIDDK  program  staff  listed  below.  Direct  inquiries  regarding  programmatic 
issues  and  requests  for  the  RFA  to: 

Ralph  L.  Bain,  Ph.D. 

Division  of  Kidney,  Urologic,  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A-05 

Bethesda,  MD  20892 

Telephone:  (301)  496-7574 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Trude  McCain 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849  (NIDDK)  . Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158, 
42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 

HTLV- INDUCED  HUMAN  DISEASES:  PROTECTIVE  IMMUNE  RESPONSES  AND  POTENTIAL  FOR  VACCINE  DEVELOPMENT 


NIH  GUIDE.  Volume  22,  Number  4,  January  29,  1993 
RFA  AVAILABLE:  CA-93-11 

P.T.  34;  K.W.  0715035,  0715138,  0710070,  1002045,  0765033 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  March  16,  1993 
Application  Receipt  Date:  May  14,  1993 
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THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 


PURPOSE 

The  human  T-cell  lymphotropic  virus  type  I (HTLV-I)  is  recognized  as  the  etiological  agent  of  a subset  of  human 
leukemias,  the  adult  T-cell  leukemia/ lymphoma  (ATL)  and  a chronic  degenerative  neurologic  disease  in  humans  known  as 
tropical  spastic  paraparesis  (TSP),  also  called  HTLV- associated  myelopathy  (HAM).  This  virus,  and  especially  the 
antigenical ly  related  HTLV- 1 1 virus,  are  widespread  in  certain  U.S.  populations,  such  as  intravenous  drug  abusers,  many 
or  most  of  whom  are  simultaneously  infected  with  human  immunodeficiency  virus  (HIV).  In  addition  to  the  ability  of 
HTLV-I  to  cause  cancers  or  other  diseases  on  its  own,  the  HTLV  viruses  potentiate  and  activate  the  expression  of  HIV 
in  vitro,  and  in  human  populations  may  accelerate  progression  to  clinical  AIDS,  including  a contribution  to  the 
development  of  AIDS-associated  cancers  in  such  people.  Thus,  HTLV-I  and  related  human  retroviruses  are  important 
pathogens  with  multiple  pathogenic  and  oncogenic  potentials  and  pose  a potential  threat  to  humans.  Knowledge  is  needed 
to  facilitate  the  eventual  development  of  vaccines  to  prevent  HTLV  infections  and  cancer  development  in  high  risk 
populations.  Additionally,  studies  to  be  initiated  through  this  RFA,  such  as  the  determination  of  protective  immune 
responses  against  the  HTLVs  and  specific  mechanisms  of  protective  immunity,  may  provide  valuable  clues  on  how  protective 
immune  responses  in  humans  control  persistent  viral  infections  caused  by  pathogenic  viruses  such  as  HIV  and  others 
associated  with  subsequent  malignant  disease.  Thus,  studies  of  HTLVs  can  provide  valuable  information  on  how  to  develop 
vaccines  against  other  pathogenic  and  potentially  oncogenic  human  viruses. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  HTLV- Induced  Diseases: 
Protective  Immune  Responses  and  Potential  for  Vaccine  Development  is  related  to  the  priority  area  of  vaccine  development 
against  human  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Non-profit  and  for-profit  organizations  and  institutions,  governments  and  their  agencies  are  eligible  to  apply.  Foreign 
institutions  are  also  eligible.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  project  grant  (R01).  Responsibility  for 
the  planning,  direction  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project 
period  for  application  submitted  in  response  to  this  RFA  may  not  exceed  four  years.  Because  the  nature  and  scope  of 
the  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that  the  range  of  amounts  of  the  direct  cost 
awards  will  vary  from  $75,000  to  $125,000. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with  all 
investigator- initiated  applications  and  be  reviewed  according  to  the  customary  peer  review  procedures. 

FUNDS  AVAILABLE 

Approximately  $500,000  in  total  costs  per  year  for  four  years  will  be  committed  to  fund  applications  that  are  submitted 
in  response  to  this  RFA.  It  is  anticipated  that  three  to  four  awards  will  be  made. 

RESEARCH  OBJECTIVES 

The  overall  goal  of  this  RFA  is  to  stimulate  HTLV  research  related  to  vaccine  development  efforts  that  will  eventually 
lead  to  the  vaccine  prevention  and  control  of  HTLV-induced  malignancies  and  other  diseases.  Broad  areas  of  research 
emphasized  by  this  RFA  are:  the  development  and  use  of  HTLV  animal  models  suitable  for  vaccine  related  studies; 
definition  of  protective  immune  responses  and  the  identification  of  viral  epitopes  responsible  for  inducing  such 
protective  immune  responses;  the  delineation  of  specific  mechanisms  of  protective  immunity  against  virus  infection  and 
cancer  development;  and  the  development  and  evaluation  of  candidate  vaccines  in  animal  models. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  March  16,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the  names  of  other  key  personnel,  the 
participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  it  is  requested  in  order  to  provide  an  indication  of  the  number  and  scope  of  applications  to  be  reviewed. 
It  also  allows  NCI  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Padman  Sarma  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/496-7441;  and 
from  the  NCI  Program  Director  named  below. 

Applications  must  be  received  by  May  14,  1993.  An  application  received  after  that  date  will  be  returned  to  the 
applicant.  The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this  announcement  that 
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is  essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant  withdraws  the  pending  application. 
The  DRG  will  not  accept  any  application  that  is  essentially  the  same  as  one  already  reviewed.  This  does  not  preclude 
the  submission  of  substantial  revisions  of  applications  already  reviewed,  but  such  applications  must  include  an 
introduction  addressing  the  previous  critique. 

REVIEW  CONSIDERATIONS 

Those  applications  judged  to  be  both  competitive  and  responsive  will  be  evaluated  according  to  the  review  criteria 
stated  below  for  scientific  and  technical  merit  by  an  appropriate  peer  review  group  convened  by  the  Division  of 
Extramural  Activities,  NCI.  A second  level  of  review  will  be  done  by  the  National  Cancer  Advisory  Board  which  considers 
the  special  needs  of  the  Institute  and  the  priorities  of  the  National  Cancer  Program. 

1.  The  scientific  merit,  technical  and  medical  significance  of  the  proposed  research,  including  the  appropriateness 
and  adequacy  of  the  experimental  approach  and  methodology  proposed  to  carry  out  the  research.  Familiarity  with  the 
proposed  techniques  should  be  demonstrated,  e.g.,  by  the  presentation  of  preliminary  data. 

2.  The  research  experience,  expertise  and  qualifications  of  the  Principal  Investigator  and  proposed  staff  and/or 
collaborators  to  perform  the  proposed  experiments. 

3.  Documentation  of  the  adequacy  of  the  facilities  and  resources  necessary  to  perform  the  research. 

4.  Appropriateness  of  the  proposed  budget  and  duration  in  relation  to  the  proposed  research. 

5.  Additional  scientific/technical  merit  criteria  specific  to  the  objectives  of  the  RFA  must  be  included. 

AWARD  CRITERIA 

The  earliest  anticipated  date  of  award  is  April  1,  1994. 

INQUIRIES 

The  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants  is  welcome.  Written  and  telephone 
inquiries  concerning  the  objectives  and  scope  of  this  RFA,  requests  for  the  RFA,  and  inquiries  about  whether  or  not 
specific  proposed  research  would  be  responsive  are  encouraged  and  may  be  directed  to: 

Padman  S.  Sarma,  D.V.M.,  Ph.D. 

Division  of  Cancer  Etiology 
National  Cancer  Institute 
Executive  Plaza  North,  Room  540 
Bethesda,  MD  20892 
Telephone:  (301)  496-9734 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Joseph  H.  FitzGerald 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800,  Ext.  15 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Number  93.393,  Cancer  Cause  and  Prevention 
Research.  Awards  are  made  under  the  authorization  of  the  Public  Health  Service  (PHS)  Act,  Title  IV,  Part  A (Public 
Law  78-410,  as  amended  by  Public  Law  99-  158,  42  U.S.C.  241  and  285)  and  administered  under  PHS  grants  policies  and 
Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

ASSISTIVE  DEVICES  AND  SKIN  INTEGRITY 
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RFA  AVAILABLE:  HD-93-012 

P.T . 34;  K.W.  0740075,  0706000,  0750005 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  March  29,  1993 
Application  Receipt  Date:  May  25,  1993 

THE  REQUEST  FOR  APPLICATION  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Center  for  Medical  Rehabilitation  Research  (NCMRR)  of  the  National  Institute  of  Child  Health  and  Human 
Development  (NICHD)  invites  research  grant  applications  on  issues  related  to  measurement,  biomaterials,  clinical  and 
behavior  aspects  of  assistive  devices  and  skin  integrity  that  will  improve  or  enhance  functional  mobility  in  persons 
with  mobility  limitations.  Basic,  clinical  and  applied  research  applications  that  address  these  areas  are  of  high 
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priority.  Interdisciplinary  collaborative  projects  that  focus  study  on  the  human-machine  interface  of  assistive  devices 
and  skin  integrity  are  also  encouraged. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  goals  of  "Healthy 
People  2000,"  a PHS-led  national  activity  for  setting  priorities.  This  RFA,  Assistive  Devices  and  Skin  Integrity,  is 
related  to  the  priority  area  of  chronic  and  disabling  conditions  and  the  goal  to  reduce  health  disparities  among 
Americans.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0, 
or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents.  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  public  and  private  non-profit  and  for-profit  organizations  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  NIH  individual  research  project  grant  (R01).  Responsibility  for  the  planning,  direction,  and 
execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Project  support  may  be  requested  for  one  to 
five  years  and  may  be  renewed  according  to  the  conventional  procedures  that  pertain  to  PHS  grants.  The  earliest 
anticipated  award  date  will  be  September  1993. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  applications  will  compete  with  all  investigator-initiated 
applications  and  will  be  reviewed  according  to  the  customary  NIH  peer  review  procedures. 

FUNDS  AVAILABLE 

Applications  submitted  in  response  to  this  announcement  will  compete  for  approximately  $900,000  in  grant  money  that 
has  been  made  available  for  this  purpose  in  Fiscal  Year  1993.  It  is  expected  that  five  awards  will  be  made.  The  number 
of  awards  depends  upon  the  overall  scientific  merit  of  the  applications  and  the  availability  of  funds. 

RESEARCH  OBJECTIVES 

The  goal  of  the  NCMRR  is  to  promote  research  that  will  lead  to  the  replacement,  enhancement  or  restoration  of  function 
in  persons  with  physical  disabilities  in  order  to  maximize  their  functional  capabilities,  both  immediately  after  the 
onset  of  the  disabling  condition  and  throughout  the  lifespan.  The  NCMRR  has  identified  seven  research  priority  areas. 
This  RFA  will  address  three  of  these  areas,  the  improvement  of  mobility,  the  whole  body  system  response  to  chronic 
injury,  and  advances  in  assistive  technologies. 

The  purpose  of  this  RFA  is  to  expand  fundamental  knowledge  on  the  human-machine  interface  of  assistive  devices.  One 
major  aspect  of  this  is  inproving  the  fit  of  devices  to  reduce  secondary  complications  associated  with  skin  breakdown 
and  subsequent  reduction  in  functional  mobility.  The  socket  interface  is  one  of  the  most  important  components  in  a 
prosthesis.  Even  the  most  advanced  prosthetic  knee  joint  or  foot  component  does  not  compensate  for  a poorly  designed 
socket.  Human  tissue  must  be  contained  in  the  socket  so  that  forces  across  the  stump/socket  interface  permit  biological 
function  and  provide  for  comfortable  weight-bearing  distribution. 

Another  major  focus  of  this  RFA  will  be  on  identifying  underlying  factors  that  will  reduce  integumentary  breakdown  and 
enhance  skin  integrity  at  the  stump  socket  interface.  Studies  are  needed  to  identify  biological  factors  that  either 
reduce  or  prevent  the  formation  of  decubitus  ulcers,  as  well  as  those  that  promote  skin  healing.  In  order  to  maximize 
the  function  of  prosthetic  devices  and,  hence,  the  human  function  of  their  users,  we  encourage  basic,  clinical,  and 
applied  research  on  the  human/machine  interface,  where  a residual  limb  meets  the  socket  of  an  artificial  limb. 

This  RFA  invites  scientists  to  submit  grant  applications  on  issues  related  to  measurement,  biomaterials,  and  clinical 
and  behavioral  aspects  of  assistive  devices  and  skin  integrity  that  will  improve  or  enhance  functional  mobility  in 
persons  with  mobility  limitations. 

STUDY  POPULATIONS 


SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 


For  projects  involving  clinical  research  (i.e.,  research  involving  human  subjects) 
special  attention  to  the  inclusion  of  women  and  minorities  in  study  populations, 
included  in  the  study  populations  for  clinical  studies,  a specific  justification  for 


NIH  requires  applicants  to  give 
If  women  or  minorities  are  not 
this  exclusion  must  be  provided. 


LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  March  29,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  applications 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  affect  the  review  of  subsequent  applications, 
the  information  that  it  contains  allows  Institute  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible 
conflict  of  interest  in  the  review.  The  letter  of  intent  is  to  be  sent  to  Dr.  Louis  A.  Quatrano  at  the  address  listed 
under  INQUIRIES. 
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APPLICATION  PROCEDURES 


Appl  ications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91).  This  application  form  is  available  in  the  business  or 
grants  and  contracts  office  at  most  academic  and  research  institutions  and  from  the  Office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301) 
496-7441.  The  receipt  deadline  for  applications  prepared  in  response  to  this  RFA  is  May  25,  1993.  Late  applications 
will  be  returned  to  the  applicant  without  review. 

REVIEW  CONSIDERATIONS 

Appl  ications  will  be  reviewed  by  NICHD  staff  for  responsiveness  to  the  RFA.  Applications  deemed  non- responsive  will 
be  returned  to  the  applicant.  In  the  event  that  an  application  is  returned,  the  applicant  has  the  option  to  resubmit 
the  application  to  the  Division  of  Research  Grants  as  a unsolicited  application  during  one  of  the  three  yearly  review 
cycles  (February  1,  June  1,  October  1).  If  the  application  submitted  in  response  to  this  RFA  is  substantially  similar 
to  a grant  application  already  submitted  to  the  NIH  for  review,  but  not  yet  reviewed,  the  applicant  will  be  asked  to 
withdraw  either  the  pending  application  or  the  new  one.  Simultaneous  submission  of  identical  applications  will  not 
be  allowed,  nor  will  essentially  identical  applications  be  reviewed  by  different  review  committees.  Therefore,  an 
application  cannot  be  submitted  in  response  to  this  RFA  that  is  essentially  identical  to  one  that  has  already  been 
reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions  of  applications  already  reviewed,  but  such 
applications  must  include  an  introduction  addressing  the  previous  critique. 

Review  criteria  will  be  those  used  by  the  PHS  to  evaluate  investigator-initiated  R01  applications.  Following  the 
initial  review  for  scientific  and  technical  merit  by  a special  review  committee  convened  by  the  NICHD  Division  of 
Scientific  Review,  applications  will  be  reviewed  by  the  NICHD  National  Advisory  Council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  favorably  recommended  applications  assigned  to  NCMRR,  NICHD.  The 
following  will  be  considered  in  making  awards: 

o Quality  of  the  proposed  project  as  determined  by  peer  review, 
o Availability  of  funds. 

o Program  balance  among  research  areas  of  the  RFA. 

INQUIRIES 

Requests  for  additional  program  information,  the  RFA,  and  the  letter  of  intent  may  be  addressed  to: 

Louis  A.  Quatrano,  Ph.D. 

National  Center  for  Medical  Rehabilitation  Research 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  South,  Room  450W 

6120  Executive  Boulevard 

Rockville,  MD  20852 

Telephone:  (301)  402-2242 

For  fiscal  and  administrative  information,  potential  applicants  may  contact: 

E.  Douglas  Shawver 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8A17F 
Rockville,  MD  20892 
Telephone:  (301)  496-1303 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.929-Medical  Rehabilitation  Research. 
Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-  158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 
COST  AND  FINANCING  ISSUES  IN  HEALTH  CARE  REFORM 


NIH  GUIDE.  Volume  22,  Number  4,  January  29,  1993 

PA  NUMBER:  PA-93-45 

P.T.  34;  K.W.  0408006,  0730050 

Agency  for  Health  Care  Policy  and  Research 

PURPOSE 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  conducts  and  supports  research,  demonstration  projects,  and 
evaluations  of  health  care  services  and  systems  delivering  such  services.  The  AHCPR  announces  a renewed  interest  in 
the  role  that  market  forces  play  in  the  provision  and  financing  of  health  care.  Earlier  program  notes  on  the  role  of 
market  forces  produced  research  that  has  contributed  to  the  scientific  knowledge  on  which  current  health  care  reform 
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proposals  are  based.  This  program  announcement  (PA)  emphasizes  a need  for  short  term  research  to  assess  key  cost  and 
financing  issues  that  underlie  efforts  to  reform  our  health  care  system. 

The  AHCPR  has  a mandate  to  conduct  and  support  research  on  the  role  of  cost,  productivity,  and  market  forces  in  the 
organization,  financing,  and  delivery  of  health  care  services.  A major  AHCPR  responsibility  is  support  for  research 
that  focuses  on  problems  of  immediate  concern  to  policymakers  at  the  Federal  and  state  levels.  Consistent  with  this 
charge,  AHCPR  encourages  research  addressing  questions  raised  in  formulating  policy  changes  to  deal  with  critical 
problems  in  the  health  care  sector. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement,  Cost  and 
Financing  Issues  in  Health  Care  Reform,  is  related  to  the  access-to-care  objectives.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  non-  profit  organizations,  public  and  private,  including 
universities,  clinics,  units  of  State  and  local  governments,  non-profit  firms,  and  non-prof i t foundations.  Applications 
from  minority  and  women  investigators  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  Program  Announcement  will  use  the  research  project  grant  (R01).  Responsibility  for  the  planning,  direction,  and 
execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  It  is  anticipated  that  projects  will  be 
accomplished  in  one  to  two  years.  This  PA  is  in  effect  through  March  31,  1994. 

RESEARCH  OBJECTIVES 

Background 

In  response  to  continued  growth  in  costs  of  health  care  and  to  increasing  numbers  of  persons  without  access  to  basic 
health  care  services,  a broad  consensus  has  evolved  that  the  U.S.  health  care  system  should  be  reformed.  Many  states 
and  a number  of  regional  coalitions  have  already  initiated  reform  programs,  providing  natural  laboratories  for  assessing 
the  effects  of  specific  organizational,  financial,  and  regulatory  mechanisms  on  utilization,  costs  or  access  to 
services.  Reform  initiatives  that  are  in  place  or  under  development  include:  mandating  that  employers  cover  employees; 
providing  individuals  financial  resources  and  incentives  to  purchase  coverage;  designating  public  agencies  to  purchase 
or  pay  for  health  care;  reforming  insurance  markets  for  small  employers;  integrating  financial,  clinical,  and  managerial 
aspects  of  health  care  under  publicly  accountable  groups  competing  for  customers  on  price  and  quality.  Analysis  and 
evaluation  of  such  programs,  along  with  focused  research  on  aspects  of  health  care  costs  and  financing  such  as  those 
discussed  below  are  critical  for  informing  further  decisions  regarding  national  health  care  reform. 

Policy  issues  and  research  priorities 

Central  policy  issues  arise  from  the  intended  effects  of  reform--cost  containment  and  improved  access:  How  much  will 
reforms  cost  and  who  will  actually  pay?  Which  reforms  would  provide  quality,  effective,  appropriate  health  care  to 
those  now  without  access?  The  basic  research  question  is  clear:  What  are  the  likely  policy-relevant  behavioral 
responses  to  reforms  from  purchasers  (employers,  individuals,  public  institutions),  providers  (physicians,  other 
practitioners,  hospitals),  and  insurers? 

A broad  array  of  research  questions  may  be  considered  as  relevant  to  health  care  reform.  Some  questions,  however, 
require  longer-term  research  (e.g.,  questions  about  emergence,  dissemination,  and  effects  of  new  technology).  Other 
questions  are  topics  of  forthcoming  PAs.  Four  research  areas  emerge  as  AHCPR  priorities  because  of  their  relevance 
to  the  development  of  effective  health  care  reform  programs,  commonality  to  all  proposed  and  on-going  reforms,  and 
amenability  to  shorter-term  projects:  (1)  demand  for  health  insurance,  (2)  managed  and  coordinated  care,  (3)  health 
insurance  reforms,  (4)  role  of  information  in  health  care  decisions.  To  generate  the  required  analytical  effort,  AHCPR 
gives  high  priority  to  the  funding  of  research  proposals  focused  specifically  on  cost  and  financing  issues  in  health 
care  reform.  Investigators  are  encouraged  to  use  strategies  that  avoid  primary  data  collection  efforts,  and  to  focus 
instead  on  designs  and  methods  that  produce  results  more  quickly,  such  as  using  existing  data,  micro-simulation,  and 
rigorous  syntheses. 

Demand  for  Health  Insurance 

This  research  area  encompasses  behavioral  responses  associated  with  the  purchasing  of  health  insurance,  with  emphasis 
on  the  responsiveness  of  purchasers  to  price,  the  formation  of  groups  for  purchasing,  and  purchasing  from  the 
points-of-view  of  big  employers,  small  employers,  workers  and  their  dependents,  and  governments.  Illustrative  research 
questions  include: 

o How  might  changes  in  tax  subsidies  for  health  insurance  affect  employee  decisions  regarding  choice  of  health  plans? 

o Under  what  market  and  regulatory  conditions  do  buying  cooperatives  come  into  existence?  How  do  they  work?  What 
is  the  nature  of  the  negotiation  process  between  buying  cooperatives  and  health  plans?  Who  uses  cooperatives?  What 
are  the  effects  on  access?  Do  buying  cooperatives  reduce  costs  (e.g.,  administrative  costs)? 

o What  is  the  price  elasticity  of  demand  by  individuals  for  specific  health  insurance  benefits?  What  individual 
characteristics  affect  the  price  elasticity  of  demand?  How  are  labor  force  decisions  affected  by  the  availability  of 
employer- sponsored  health  insurance? 

o How  does  workers'  spouse/dependent  coverage  affect  costs  and  access? 
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Managed  and  Coordinated  Care 


Managed  care  (or  coordinated  care)  may  be  defined  as  structured  interventions  into  the  health  care  decisions  of 
providers  and  consumers  intended  to  increase  the  appropriateness,  quality  and  cost-effectiveness  of  care  and  to  control 
system  costs.  Advocates  of  managed  care  argue  that  intervention  is  required  because  consumers  are  unable  to  distinguish 
unnecessary  and  inappropriate  medical  care  from  that  which  is  essential  and  useful.  Illustrative  research  questions 
include  the  following: 

o Do  managed  care  systems  save  money  after  accounting  for  the  impact  of  favorable  risk  selection?  If  so,  how  do  they 
save  money? 

o What  are  the  differential  effects  on  health  care  costs  and  quality  of  more  recent  innovations  in  managed  care  systems 
(e.g.,  Preferred  Provider  Organizations,  Independent  Practice  Associations)? 

o What  is  the  role  of  industry  structure  in  explaining  costs?  What  are  the  effects  on  costs  of  large  networks  for 
coordination  of  care  (super-HMOs)? 

Health  Insurance  Reforms 

This  research  area  includes  the  market  for  employment -based  health  insurance  with  special  emphasis  on  small  employers. 
Three-quarters  of  the  uninsured  are  employed  persons  and  their  dependents;  and  workers  at  small  firms  are  more  likely 
to  be  uninsured  than  their  counterparts  at  large  firms.  Illustrative  research  questions  include  the  following: 

o What  determines  whether  or  not  employers  offer  health  insurance?  Why  do  companies  self-insure?  How  will  different 
levels  of  subsidies  change  the  incentive  for  small  firms  to  purchase  insurance  coverage  for  their  employees? 

o How  may  unbiased  estimates  of  risk  be  produced  using  self-reported  measures  of  functional  health  status  and/or  data 
on  prior  utilization?  To  what  extent  is  diminished  access  to  care  associated  with  failure  of  small  firm  and  individual 
health  insurance  markets  to  provide  lower-cost  insurance? 

o How  are  premiums,  costs,  benefit  packages,  and  insured  populations  affected  when  insurers  face  relatively 
sophisticated  and  organized  purchasers  (e.g.,  health  insurance  purchasing  cooperatives)?  What  determines  the  structure 
of  the  health  insurance  industry  (entry,  exit,  rating  systems)? 

o What  evidence  can  States  provide  about  the  effectiveness  of  various  insurance  reforms  on  cost -containment  and 
increased  access  to  care?  What  are  the  effects  of  regulation  (including  ERISA)  in  terms  of  costs  and  access  (including 
pre-existing  conditions,  reinsurance,  self-  insurance)?  How  might  risk  adjustment  systems  work  at  the  state-level  and 
what  are  their  likely  effects?  What  determines  the  stability  of  insurance  pools?  What  would  be  the  effect  of  minimum 
benefit  packages  on  special  populations  (e.g.,  aged,  disabled,  persons  with  HIV),  and  on  costs  and  access  in  general? 
How  do  public  insurance  programs  affect  the  conduct,  structure  and  performance  of  the  health  insurance  industry?  What 
are  the  ultimate  effects  of  such  changes  in  the  health  insurance  industry  on  costs  and  access? 

The  Role  of  Information  in  Health  Care  Decisions 

Comparative  information  about  the  costs  and  outcomes  of  health  care  providers  and  health  care  plans  is  not  normally 
available  to  purchasers,  and  this  lack  of  information  makes  it  difficult  to  make  informed  choices.  This  lack  of 
information  also  inhibits  the  ability  of  health  plans  to  select  high  quality  and  cost  efficient  health  care  providers. 
Research  questions  include  the  following: 

o How  is  existing  information  used  (e.g.,  during  open  enrollments)  by  purchasers,  insurers,  and  providers?  What  are 
the  effects  of  advertising  in  health  care  markets? 

o What  are  the  characteristics  of  information  systems  that  help  health  care  purchasers  make  meaningful  comparisons 
of  cost  and  quality  between  health  plans  and  health  care  providers?  How  can  these  systems  be  established  and  funded? 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

The  AHCPR  requires  all  applicants  for  research  grants  to  include  minorities  and  women  in  study  populations  so  that 
research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the  disease,  disorder,  or  condition  under  study.  Special 
emphasis  must  be  placed  on  the  need  to  include  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions 
which  disproportionately  affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women 
or  minorities  are  excluded  or  inadequately  represented  in  research,  a clear  and  compelling  rationale  should  be  provided. 

This  policy  applies  to  all  AHCPR  research  grants.  The  AHCPR  will  not  award  grants  for  applications  which  do  not  comply. 
If  the  required  information  is  not  contained  in  the  application,  the  application  will  be  returned  without  review. 

The  compositions  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in 
Sections  1-4  of  the  Research  Plan  and  summarized  in  Section  5,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 
groups.  However,  the  AHCPR  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  American  Indians/Alaskan 
Natives,  Asian/Pacific  Islanders,  Blacks,  Hispanics).  Where  appropriate,  the  applicant  must  provide  the  rationale  for 
studies  on  single  minority  population  groups. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  because  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 
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Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  questions(s) 
addressed  and  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific 
weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  09/91),  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit.  State  and  local  governments  may  use  Form  PHS  5161 
and  submit  an  original  and  two  copies  of  the  application. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research;  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone 
301-496-7441;  and  may  also  be  obtained  from  the  Office  of  Scientific  Review,  Agency  for  Health  Care  Policy  and  Research, 
2101  East  Jefferson  Street,  Suite  602,  Rockville,  MD  20852-4908,  telephone  301-227-8449.  The  title  and  number  of  the 
announcement  must  be  typed  in  Section  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this  announcement  that  is 
essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant  withdraws  the  pending  application. 
The  DRG  will  not  accept  any  application  that  is  essentially  the  same  as  one  already  reviewed.  This  does  not  preclude 
the  submission  of  substantial  revisions  of  applications  already  reviewed,  but  such  applications  must  include  an 
introduction  addressing  the  previous  critique. 

Applicants  are  encouraged  to  apply  by  the  earliest  possible  submission  date.  The  first  due  date  is  June  1,  1993. 
Thereafter,  the  due  dates  for  applications  are  October  1 and  February  1,  1993.  Applications  for  R01  grants  must  be 
received  by  the  Division  of  Research  Grants,  NIH.  An  application  received  after  the  deadline  may  be  acceptable  if  it 
carries  a legible  proof -of -mai ling  date  assigned  by  the  carrier  and  the  proof-of-mai l ing  date  is  not  later  than  one 
week  prior  to  the  deadline  data. 

REVIEW  CONSIDERATIONS 

Review  criteria  for  AHCPR  grant  applications  are  significance  and  originality  from  a scientific  and  technical  viewpoint 
and  relevance  to  the  contemporary  national  health  care  reform  debate;  adequacy  of  the  method  to  carry  out  the  project; 
availability  of  data  or  the  proposed  plan  to  collect  data  required  for  the  project;  qualifications  and  experience  of 
the  Principal  Investigator  and  proposed  staff;  adequacy  of  the  plan  for  organizing  and  carrying  out  the  project; 
reasonableness  of  the  proposed  budget;  and  adequacy  of  the  facilities  and  resources  available  to  the  applicant. 

Upon  receipt,  applications  will  be  reviewed  for  completeness  and  responsiveness.  Incomplete  applications  will  be 
returned  to  the  applicant  without  further  consideration.  Applications  will  be  evaluated  in  accordance  with  the  criteria 
stated  above  for  scientif ic/technical  merit  by  an  appropriate  peer  review  group.  Applications  assigned  to  the  AHCPR 
requesting  total  direct  costs  in  excess  of  $50,000  will  be  reviewed  by  the  National  Advisory  Council  for  Health  Care 
Policy,  Research,  and  Evaluation  for  policy  relevance  and  research  value. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications.  The  following  will  be  considered  in  making 
funding  decisions:  Quality  of  the  proposed  project  as  determined  by  peer  review;  availability  of  funds;  and  program 
balance  among  research  areas  of  the  announcement.  The  anticipated  dates  of  award  for  applications  are  10  months  from 
the  date  of  submission. 

INQUIRIES 

Those  considering  an  application  in  response  to  this  PA  are  strongly  encouraged  to  discuss  their  project  with  AHCPR 
program  administrators  before  formal  submission.  The  AHCPR  welcomes  the  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants.  Copies  of  a Grant  Announcement  based  upon  this  PA  will  be  available  from  the  AHCPR 
Publications  Clearinghouse,  P.0.  Box  8547,  Silver  Spring,  MD  20907,  (1-800-358-9295)  by  April  15,  1993.  Direct 
inquiries  regarding  programmatic  issues  to: 

Michael  Hagan 

Center  for  General  Health  Services  Extramural  Research 

Agency  for  Health  Care  Policy  and  Research 

2101  East  Jefferson  Street,  Suite  502 

Rockville,  MD  20852-4908 

Telephone:  (301)  227-8354 

FAX:  (301)  227-8155 

Direct  inquiries  regarding  fiscal  matters  to: 

Ralph  Sloat 

Agency  for  Health  Care  Policy  and  Research 
2101  East  Jefferson  Street,  Suite  601 
Rockville,  MD  20852-4908 
Telephone:  (301)  227-8447 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.180  and  93.226.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IX,  as  amended  (Public  Law  101-239  and  Public  Law  102-410)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  67,  Subpart  A and  45  CFR  Part  74,  (45  CFR  Part 
92  for  State  and  local  governments).  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372. 


ERRATA 

PHASE  1 TRIALS  OF  NEU  AMT I- CANCER  AGENTS 

NIH  GUIDE.  Volume  22,  Number  4,  January  29,  1993 


496  00562  6554 


RFA:  CA-93-07 


P.T.  34;  K.U.  0755015,  0715035,  0740020,  0710100 
National  Cancer  Institute 


Letter  of  Intent  Receipt  Date:  February  12,  1993 
Application  Receipt  Date:  March  23,  1993 

The  Division  of  Cancer  Treatment  of  the  National  Cancer  Institute  would  like  to  clarify  Request  for  Applications  (RFA 
CA  93-07),  published  December  18,  1992  as  follows: 

The  Division  of  Cancer  Treatment  (DCT),  National  Cancer  Institute  (NCI)  invites  cooperative  agreement  (U01)  applications 
from  institutions  wishing  to  perform  Phase  I trials  of  promising  anti-cancer  agents  in  patients  with  cancer  refractory 
to  currently  available  therapy  and  to  conduct  laboratory  studies  in  support  of  the  clinical  trials  such  that  their 
conduct  leads  to  a greater  understanding  of  the  relationship  between  drug  administration  and  biological  changes  in 
patients.  In  general  patients  should  be  treated  only  at  the  applicant  institution,  although  alternative  arrangements 
will  be  considered  if  well  justified.  Support  for  laboratory  studies  may  be  conducted  by  collaborators  at  other 
insti tut  ions. 


The  Letter  of  Intent  Receipt  date  is  changed  to  February  12,  1993. 

Under  AWARD  CRITERIA,  the  anticipated  date  of  award  is  corrected  to  read  December  1,  1993. 
INQUIRIES 


Dr.  David  Parkinson,  Chief  Investigational  Drug  Branch 

Cancer  Therapy  Evaluation  Program 

National  Cancer  Institute 

Executive  Plaza  North,  Room  734 

Bethesda,  MD  20892 

Telephone:  (301)  496-5223 

FAX:  (301)  480-4663 


“THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbaid  Avenue 
Bethesda,  MD  20816 
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NOTICES 


THE  NATIONAL  CELL  CULTURE  CENTER  1 

National  Center  for  Research  Resources 
INDEX:  RESEARCH  RESOURCES 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


QUALITY  CONTROL  AND  MODEL  DEVELOPMENT  IN  RODENTS  AND  TUMOR  CELLS  (RFP  NCI -CM-47000-28)  2 

National  Cancer  Institute 
INDEX:  CANCER 

PROSTAGLANDINS  EXCRETION  IN  PREECLAMPSIA  (RFP  NICHD-DESPR-93-02)  3 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

COMMUNITY  INTERVENTIONS  IN  ADOLESCENT  HEALTH  PROMOTION  (RFA  NR-93-002)  3 

National  Center  for  Nursing  Research 
INDEX:  NURSING  RESEARCH 

STUDIES  OF  CLINICAL  OUTCOMES  AND  NURSING  PRACTICE  (RFA  NR-93-003)  5 

National  Center  for  Nursing  Research 
INDEX:  NURSING  RESEARCH 

BIOMATERIALS  TO  RESTORE  FUNCTION  IN  PEOPLE  WITH  PHYSICAL  DISABILITIES  (RFA  HD-93-011)  8 

National  Institute  of  Child  Health  and  Human  Development 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT;  ARTHRITIS,  MUSCULOSKELETAL,  SKIN  DISEASES 


This  publication  is  also  available  electronically  to  institutions  via  BTTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer.  Contact  Dr.  John  James  at  301/496-7554  for  details,  or  send  an  E-mail  message  to  ZNS@NIHCU. 


NOTICES 


THE  NATIONAL  CELL  CULTURE  CENTER 


NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 
P.T.  34;  K.U.  0780000,  0780015,  0760045 
National  Center  for  Research  Resources 

The  National  Cell  Culture  Center  is  a resource  facility  that  provides  large-scale  mammalian  cell  culture 
services.  The  Center,  available  to  researchers  throughout  the  United  States  and  Canada,  has  been  established 
to  alleviate  the  shortage  of  facilities  and  expertise  required  to  meet  the  cell  culture  needs  of  the  biomedical 
research  community.  The  Cell  Culture  Center  is  supported  by  a cooperative  agreement  award  from  the  National 
Center  for  Research  Resources,  NIH. 

Specifically,  the  Cell  Culture  Center  supports  basic  biomedical  research  by  providing  investigators  with  the 
following  customized  services: 

o Large  quantity  production  of  mammalian  cells  in  suspension  or  monolayer  cultures.  Quantities  range  from  10 
to  300  liters,  which  can  be  provided  on  a weekly  basis. 

o Large  quantity  production  of  monoclonal  antibodies.  Quantities  range  from  0.5  to  100  grams. 

o Large  quantity  production  of  non-hybridoma  cell  secreted  proteins.  Quantities  vary  depending  on  individual 
cell  l i nes . 

A request  form,  obtained  from  the  Cell  Culture  Center,  must  contain  a description  of  the  relevant  research 
project.  Following  approval  of  the  request  by  the  Cell  Culture  Center's  Scientific  Advisory  Board,  the 
applicant's  cell  tine  is  sent  to  the  Center,  and  grown  to  the  requested  amount.  Researchers  are  charged  only 
for  the  consumable  materials  and  a portion  of  the  labor  costs  required  for  each  project. 
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INQUIRIES 


Direct  programmatic  inquiries  regarding  this  research  resource  to: 
Louise  E.  Ramm,  Ph.D. 

Biological  Models  and  Materials  Research  Program 
National  Center  for  Research  Resources 
Uestwood  Building  Room  8A07 
Bethesda,  MD  20892 
Telephone:  (301)  402-0630 

Direct  requests  for  applications  and  resource  inquiries  to: 

Dr.  Mark  Hirschel 

Director,  National  Cell  Culture  Center 
8500  Evergreen  Boulevard 
Minneapolis,  MN  55433 
Telephone:  1-800-325-1112 


NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 

QUALITY  CONTROL  AND  MODEL  DEVELOPMENT  IN  RODENTS  AMD  TUMOR  CELLS 

NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 
RFP  AVAILABLE:  NCI -CM-47000-28 
P.T.  34;  K.W.  0755020,  1002002,  0780015 
National  Cancer  Institute 

The  Development  Therapeutics  Program  (DTP),  Division  of  Cancer  Treatment,  (DCT),  National  Cancer  Institute 
(NCI),  is  interested  in  organizations  that  have  the  necessary  experience,  scientific  and  technical  personnel, 
and  facilities  to  evaluate  the  activity  of  potential  anti-neoplastic  compounds  against  in  vitro  cell  lines  and 
in  vivo  tumor  systems.  Maintenance  of  the  integrity  and  reliability  of  the  in  vivo  tumor  systems  is  necessarily 
dependent  upon  rigorous  quality  control  of  the  tumors  and  host  animals.  Further,  kinetic  data  obtained  during 
tumor  analyses  are  used  to  assist  in  drug  treatment  scheduling  and  interpretation  of  drug  testing  results.  This 
project  is  required  so  that  variations  in  laboratory  data  can  be  identified  and  analyzed  as  to  cause,  e.g., 
animal  source,  tumor  source,  or  laboratory  technique.  In  addition,  in  vivo  testing  protocols  must  be 
established  for  candidate  tumor  models  from  the  human  tumor  cell  disease-oriented  screening  panel  to  provide 
the  necessary  follow-up  of  active  materials  identified  for  development  as  candidates  for  possible  clinical 
trial . 

The  Contractor  will  be  required  to  perform  the  following  specific  tasks:  perform  tumor  cell  kinetic  studies, 
including  determination  of  doubling  times  and  labeling  indices  for  all  tumor  lines  available  for  use  in  the  in 
vivo  testing  program;  develop  working  protocols  suitable  for  drug  testing  using  tumor  models  designed  by  the 
NCI  Project  Officer;  test  both  standard  agents  and  new  agents  identified  in  the  in  vitro  prescreen  in  in  vivo 
protocols  developed  for  DTP;  evaluate  the  response  of  host  animals  from  all  animal  supply  sources  to  appropriate 
tumor  lines;  evaluate  the  drug  response  and  growth  characteristics  of  tumors  routinely  used  in  the  Program; 
evaluate  the  efficacy  of  current  and  new  COPs  for  maintaining  pathogen-free  tumor  lines  and/or  animals  prior 
to  their  use  in  the  Program;  prepare  and  maintain  in  vitro  tumor  cell  cultures  in  support  of  the  in  vivo 
program;  and  develop  new  or  modify  existing  protocols  with  the  goal, of  establishing  a minimal  challenge  model 
for  use  in  early  in  vivo  screening  of  anticancer  drug  candidates.  The  government  will  designate  and  supply  the 
agents  to  be  tested.  The  successful  offeror  will  be  expected  to  provide  all  equipment,  solvents,  reagents,  and 
animal  facilities  needed  to  conduct  this  type  of  work. 

It  is  expected  that  one  cost- reimbursement  contract,  completion  form,  will  be  awarded  as  a result  of  the 
solicitation.  This  contract  is  planned  to  be  incrementally  funded  over  a five-year  period.  The  proposed 
contract  project  represents  a recompetition  of  Southern  Research  Institute,  Contract  N01-CM-97553. 

This  project  requires  that  the  following  restriction  be  applied:  "The  NCI  signs  legally  binding  agreements  with 
certain  suppliers  (often  pharmaceutical  or  chemical  companies),  these  agreements  state  that  all  information 
submitted  by  the  supplier  will  be  held  confidential.  Structural  characteristics  may  have  to  be  revealed  in  the 
event  that  reformulation,  solubility,  or  preliminary  pharmacokinetic  studies  are  done  to  assure/improve  proper 
dosing  regimens  and  treatment  schedules.  Pharmaceutical  or  chemical  companies  could  obtain  valuable  data  on 
new  leads  through  this  mechanism.  Therefore,  in  order  to  honor  the  confidentiality  agreements  made  with 
suppliers,  the  NCI  believes  that  such  information  on  compounds  cannot  be  disclosed  to  potential  competitors  of 
the  supplier.  Thus,  pharmaceutical  and  chemical  companies  must  be  excluded  from  competition  on  the  above 
referenced  RFP.  For  purposes  of  this  exclusion,  a pharmaceutical  or  chemical  company  is  defined  as  "an 
organization  that  manufactures  and/or  sells  drugs  and  chemicals  to  the  general  public  for  profit." 

All  responsible  sources  may  submit  a proposal  that  will  be  considered  by  the  NCI.  This  announcement  is  not  a 
request  for  proposal  (RFP).  RFP  NCI-CM-47000-28  will  be  available  on  or  about  February  1,  1993,  with  a response 
date  of  March  18,  1993,  for  the  receipt  of  proposals. 
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INQUIRIES 


Copies  of  the  RFP  may  be  obtained  by  written  request  to: 

Ms.  Carolyn  Barker 
Research  Contracts  Branch 
Treatment  Contracts  Section 
National  Cancer  Institute 
Executive  Plaza  South,  Room  603 
Bethesda,  MD  20892 

PROSTAGLANDINS  EXCRETION  IM  PREECLAMPSIA 
NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 
RFP  AVAILABLE:  NICHD-DESPR-93-02 
P.T.  34;  K.W.  0760065,  0775020 

National  Institute  of  Child  Health  and  Human  Development 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  is  planning  a study  to  determine  whether 
or  not  urinary  excretion  of  prostaglandin  metabolites  is  altered  in  preeclamptic  patients  before  the  clinical 
onset  of  disease,  and  to  determine  the  effect  of  oral  calcium  supplementation  during  pregnancy  on  the  excretion 
of  these  metabolites.  This  will  be  a nested  case  control  study  using  stored  urine  specimens  collected  at 
specified  times  during  pregnancy  from  pregnant  women  participating  in  the  NICHD  Trial  of  Calcium  for 
Preeclampsia  Prevention  (CPEP).  This  trial,  which  recently  has  been  initiated  by  the  NICHD  at  five  universities 
across  the  country,  is  a randomized  clinical  trial  designed  to  determine  whether  or  not  oral  calcium 
supplementation  will  prevent  preeclampsia.  The  contractor  will  be  expected  to  measure  metabolites  of 
prostacyclin  and  thromboxane  in  approximately  700  urine  specimens  selected  by  the  Project  Officer  over  the 
course  of  two  years.  The  NICHD  expects  to  make  one  award  from  this  solicitation. 

This  announcement  is  a new  solicitation.  The  issuance  of  this  Request  for  Proposals  (RFP)  will  be  on  or  about 
February  19,  1993,  and  proposals  are  due  by  4:00  p.m.  (local  time),  April  16,  1993.  A short-form  version  of 
the  RFP  will  be  provided  first.  This  includes  the  Statement  of  Work,  Technical  Reporting  Requirements, 
Background  Information,  and  the  Evaluation  Criteria  to  be  used  for  selection  of  the  awardee.  After  examining 
this,  a full-text  version  of  the  RFP  must  be  requested,  in  writing,  for  those  organizations  interested  in 
responding. 

INQUIRIES 

Organizations  desiring  a copy  of  the  short-form  RFP  may  send  their  written  request  to: 

Mrs.  Lynn  Salo 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Building,  Room  7A07 
Bethesda,  MD  20892 
FAX:  (301)  402-3676 

FAX  requests  are  acceptable.  All  requests  must  cite  the  RFP  number  NICHD-DESPR-93-02  and  include  two 
self-addressed  mailing  labels.  All  sources  that  consider  themselves  qualified  are  encouraged  to  submit  a 
proposal.  This  advertisement  does  not  commit  the  government  to  make  an  award. 

COMMUNITY  INTERVENTIONS  IN  ADOLESCENT  HEALTH  PROMOTION 

NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 

RFA  AVAILABLE:  NR-93-002 

P.T.  34,  AA;  K.W.  0403004,  0745035,  0404000 

National  Center  for  Nursing  Research 

Letter  of  Intent  Receipt  Date:  March  25,  1993 
Application  Receipt  Date:  April  29,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Center  for  Nursing  Research  (NCNR)  invites  submissions  of  R01  applications  for  investigations  of 
community  based  interventions  for  health  promotion  and  disease  prevention  in  older  children  and  adolescents 
(ages  8-18).  The  purpose  of  this  RFA  is  the  development  and  testing  of  community  based  interventions  that  focus 
on  helping  older  children  and  adolescents  adopt  and  maintain  health -promoting  cognitive  and  behavioral  patterns. 
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Health  promotion  strategies  could  take  place  in  traditional  and  nontraditional  settings,  with  focus,  if 
possible,  on  highly  vulnerable  youth,  including  minority,  economically  disadvantaged,  and  disabled  subgroups. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Community 
Interventions  in  Adolescent  Health  Promotion,  is  related  to  the  priority  areas  of  health  promotion  in 
educational  and  community  based  programs,  and  preventive  services  for  HIV  infection  and  sexually  transmitted 
diseases.  Potential  applicants  may  obtain  a copy  of  the  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-  profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01).  Responsibility  for 
the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total 
project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  three  years.  This  RFA 
is  a one-time  solicitation.  The  anticipated  average  direct  cost  award  per  year  will  range  from  $150,00  to 
$180,00.  The  anticipated  award  date  will  be  September  30,  1993. 

FUNDS  AVAILABLE 

Approximately  one  million  dollars  in  total  costs  for  the  first  year  will  be  committed  to  specifically  fund 
applications  submitted  in  response  to  this  RFA.  It  is  anticipated  that  four  to  five  applications  wilt  be  funded 
for  a three  year  period. 

RESEARCH  OBJECTIVES 

The  research  objectives  of  this  RFA  are  to:  (1)  develop  and  test  family,  school,  and  community  strategies  for 
adopting  and  maintaining  health -promoting  behaviors  among  youth  in  traditional  health  care  settings;  and  (2) 
develop  and  test  alternative  health  promotion  models  and  outreach  strategies  in  urban  and  rural  settings  such 
as  youth-serving  community  agencies,  shelters  for  runaways  and  the  homeless,  malls,  churches,  and 
youth -employing  worksites.  For  the  purposes  of  this  RFA,  the  age  group  of  older  children  and  adolescents 
encompasses  ages  8-18. 

Studies  are  needed  to  identify  traditional  health  care  settings  and  nontraditional  settings  that,  when  combined 
with  appropriate  health  promotion  strategies,  might  offer  the  greatest  potential  for  effectively  reaching 
vulnerable  youth.  Recognizing  that  the  multidisciplinary  nature  of  health  promotion  research  requires  a 
blendi ng  of  research  expert i se  from  many  disci  pi i nes,  col laborat ion  with  col  leagues  in  the  bi omedi cal  and  soc i a l 
sciences  is  encouraged. 

Examining  the  health  behaviors  of  children  and  adolescents  within  a developmental  perspective  interact  to 
influence  health  behavior  and  outcomes.  Such  research  has  great  potential  for  making  significant  contributions 
to  the  state  of  the  science  of  health  promotion  for  older  children  and  adolescents.  To  develop  a scientific 
base  for  practice,  research  is  needed  on  the  effects  of  health  beliefs,  actual  and  perceived  options,  behaviors, 
and  on  health  promoting  interventions.  Of  special  concern  are  the  highly  vulnerable  youth  including  young 
people  who  are  members  of  minority  subgroups,  immigrants,  economically  disadvantaged,  homeless,  and  disabled. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  March  25,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  consultants,  the  participating  institutions,  and  the  number  and  title  of 
the  RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows 
NCNR  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 
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The  letter  of  intent  is  to  be  sent  to: 


Ethel  B.  Jackson,  D.D.S. 

Chief,  Office  of  Scientific  Review 
National  Center  for  Nursing  Research 
Building  31,  Room  5B25 
Bethesda,  MD  20892 
Telephone:  (301)  496-0472 
FAX:  (301)  480-4969 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  April  29,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned.  The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants. 
These  forms  are  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda, 
MD  20892,  telephone  301/496-7441. 

REVIEU  CONSIDERATIONS 

Applications  will  be  evaluated  according  to  the  review  criteria  stated  in  the  RFA  for  scientific  and  technical 
merit  by  an  appropriate  peer  review  group  convened  by  the  Office  of  the  Review,  National  Center  for  Nursing 
Research.  Applications  may  be  subjected  to  triage  by  peer  review  group  to  determine  their  scientific  merit 
relative  to  their  applications  received  in  response  to  this  RFA.  Criteria  for  triage  will  be  the  same  as  those 
noted  above.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  Council  for  Nursing  Research. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  September  30,  1993.  Decisions  to  make  awards  are  based  on  the  scientific  merit 
of  the  application  reflected  in  the  priority  score,  availability  of  funds  within  NCNR  for  this  purpose,  and  NCNR 
research  program  priorities. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  NCNR  program  staff  welcome  the  opportunity 
to  clarify  any  issues  or  questions  from  potential  applicants. 

Direct  inquiries  regarding  programmatic  issues  to: 

Martha  Ann  Carey,  Ph.D.,  R.N. 

Health  Promotion/Disease  Prevention  Branch 
National  Center  for  Nursing  Research 
Westwood  Building,  Room  754 
Bethesda,  MD  20892 
Telephone:  (301)  402-3293 

Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 

Sally  A.  Nichols 

Grants  Management  Officer 

National  Center  for  Nursing  Research 

Westwood  Building,  Room  748 

Bethesda,  MD  20892 

Telephone:  (301)  496-0237 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.361  Nursing  Research.  Awards 
are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

STUDIES  OF  CLINICAL  OUTCOMES  AND  NURSING  PRACTICE 

NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 

RFA  AVAILABLE:  NR-93-003 

P.T . 34;  K.W.  0785130,  0755018 

National  Center  for  Nursing  Research 

Letter  of  Intent  Receipt  Date:  March  26,  1993 
Application  Receipt  Date:  April  29,  1993 
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THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRES,  BELOW. 


PURPOSE 

The  National  Center  for  Nursing  Research  (NCNR)  invites  research  grant  applications  to  investigate 
methodological  and  measurement  issues  that  occur  when  studying  clinical  outcomes  that  result  from  nursing  care. 
The  intent  of  this  RFA  is  to  support  methodological  research  that  facilitates  the  collection  and  analysis  of 
data  to  be  used  to  answer  questions  about  the  effectiveness  of  clinical  intervention  strategies.  Specific 
measurement  issues  to  be  supported  include  examination  of  existing  or  development  of  new  clinical  outcomes 
measures  to  determine  their  sensitivity,  appropriateness,  validity  and  reliability  for  differentiating  and 
measuring  the  influence  of  nursing  practice. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Studies  of  Clinical 
Outcomes  and  Nursing  Practice,  is  related  to  most  of  these  priority  areas.  Potential  applicants  may  obtain  a 
copy  of  the  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit,  public  and  private, 
organizations  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women  are 
encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01).  Responsibility  for 
the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  This  RFA 
is  a one  time  solicitation.  The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA 
may  not  exceed  four  years.  The  anticipated  average  direct  cost  award  per  year  is  $75,000.  The  anticipated 
award  date  will  be  September  30,  1993. 

FUNDS  AVAILABLE 

It  is  estimated  that  up  to  $600,000  dollars  will  be  available  to  fund  the  first-year  total  costs  of  applications 
submitted  in  response  to  this  RFA.  It  is  anticipated  that  five  to  six  applications  will  be  funded. 

RESEARCH  OBJECTIVES 

The  research  objectives  for  this  RFA  are  to:  (1)  develop  and  test  methods  to  assess  the  effect  of  clinical 
interventions  on  outcomes  of  patients  receiving  nursing  care;  and  (2)  examine  existing  or  develop  new  measures 
of  clinical  outcomes  to  determine  their  appropriateness,  sensitivity,  validity  and  reliability  in  measuring  the 
effect  of  nursing  care. 

This  initiative  is  based  on  the  recommendations  of  an  NCNR  sponsored  conference  held  in  1992  to  review  the 
state-of-the-science  of  patient  outcomes  research,  specifically  focusing  on  the  effectiveness  of  nursing 
practice.  The  proceedings  of  this  conference,  "Patient  Outcomes  Research:  Examining  the  Effectiveness  of 
Nursing  Practice,"  are  available  from  the  NCNR  program  contact  listed  under  INQUIRIES.  This  publication 
contains  all  the  scientific  papers  presented  at  the  conference,  including  analyses  of  current  approaches  to 
methods  and  measurement  in  clinical  outcomes  research. 

The  NCNR  is  interested  in  methodological  studies  that  consider  ways  of  measuring  the  effect  of  nursing  practice 
on  the  outcomes  of  clinical  care.  This  information  is  needed  to  assist  in  improving  quality  of  care,  to 
increase  knowledge  about  the  most  appropriate  use  of  clinical  intervention  strategies,  and  to  inform  overall 
clinical  decision  making.  All  populations  who  are  recipients  of  nursing  care  and  who  receive  nursing 
interventions  are  appropriate  target  populations  of  studies  in  response  to  this  RFA  (for  example,  populations 
with  clinical  conditions  such  as  pain,  pressure  ulcers,  urinary  incontinence,  nausea  and  vomiting,  depression, 
fatigue,  and  illness-related  stress;  or  who  are  receiving  nursing  home  care,  home  care  or  acute  care). 
Applicants  are  encouraged  to  take  an  interdisciplinary  approach  in  the  design  of  the  studies  proposed  and  to 
include  interdisciplinary  scientific  team  members.  It  is  anticipated  that  applications  submitted  in  response 
to  this  RFA  will  focus  on  quantitative  approaches  to  study  designs.  Additional  information  about  the  research 
objectives  is  contained  in  the  RFA. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  March  26,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  names 
of  other  key  personnel  and  consultants,  the  participating  institution(s),  and  the  number  and  title  of  the  RFA 
in  response  to  which  the  application  may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not 
binding,  and  does  not  enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains  is 
extremely  helpful  in  planning  for  the  review  of  applications.  It  allows  NCNR  staff  to  estimate  the  potential 
review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Ethel  Jackson,  D.D.S. 

Chief,  Office  of  Review 
National  Center  for  Nursing  Research 
Building  31,  Room  5B25 
Bethesda,  MD  20892 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  April  29,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned  without  review.  The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  to  apply  for 
these  grants.  These  forms  are  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office 
of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449, 
Bethesda,  MD  20892,  telephone  301-496-7441. 

REVIEW  CONSIDERATIONS 

Applications  will  be  evaluated  according  to  the  review  criteria  stated  in  the  RFA  for  scientific  and  technical 
merit  by  an  appropriate  peer  review  group  convened  by  the  Office  of  Review,  National  Center  for  Nursing 
Research.  Applications  may  be  subjected  to  triage  by  the  peer  review  group  to  determine  their  scientific  merit 
relative  to  other  applications  received  in  response  to  this  RFA.  Criteria  for  triage  will  be  the  same  as  those 
noted  in  above.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  Council  for  Nursing 
Research. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  September  30,  1993.  Decisions  to  make  awards  are  based  on  the  scientific  merit 
of  the  application  reflected  in  the  priority  score,  availability  of  funds  with  NCNR  for  this  purpose,  and  NCNR 
research  program  priorities. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  program  staff  welcomes  the  opportunity 
to  clarify  any  issues  or  questions  from  potential  applicants.  Inquiries  regarding  programmatic  issues  and 
requests  for  the  RFA  may  be  directed  to: 

Patricia  Moritz,  Ph.D.,  RN 
Nursing  Systems  Branch 
National  Center  for  Nursing  Research 
Westwood  Building,  Room  754 
Bethesda,  MD  20892 

Telephone:  (303)  844-6163  (for  discussion  of  scientific  matters) 

Telephone:  (301)  496-0523  (for  copies  of  the  RFA) 

Requests  for  copies  of  the  conference  proceedings,  "Patient  Outcomes  Research:  Examining  the  Effectiveness  of 
Nursing  Practice,"  may  be  directed  to: 

Office  of  Information  and  Legislative  Affairs 
National  Center  for  Nursing  Research 
Building  31,  Room  5B13 
Bethesda,  MD  20892 
Telephone:  (301)  496-0207 

Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 

Sally  A.  Nichols 

Grants  Management  Officer 

National  Center  for  Nursing  Research 

Westwood  Building,  Room  748 

Bethesda,  MD  20892 

Telephone:  (301)  496-0237 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.361,  Nursing  Research.  Awards 
are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

BIOHATFRIALS  TO  RESTORE  FUNCTION  IN  PEOPLE  WITH  PHYSICAL  DISABILITIES 

NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 
RFA  AVAILABLE:  HD-93-011 


P.T. 


National  Institute  of  Child  Health  and  Human  Development 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Letter  of  Intent  Receipt  Date:  April  26,  1993 
Application  Receipt  Date:  May  25,  1993 

THE  REQUEST  FOR  APPLICATION  (RFA)  ANNOUNCED  IN  THE  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOU. 

PURPOSE 

The  National  Center  for  Medical  Rehabilitation  Research  (NCMRR)  of  the  National  Institute  of  Child  Health  and 
Human  Development  (NICHD)  and  the  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NIAMS) 
invite  research  grant  applications  to  develop  new  biomaterials  that  will  be  used  to  improve  function  in  people 
with  physical  disabilities.  The  goal  of  this  RFA  is  to  stimulate  high  risk,  innovative  research  projects  that 
will  provide  preliminary  data  leading  to  the  development  of  novel  materials  designed  to  restore,  improve,  or 
enhance  function  lost  as  a consequence  of  injury,  disease,  or  congenital  disorder. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  goals  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priorities.  This  RFA,  Biomaterials  to  Restore 
Function  in  People  with  Physical  Disabilities,  is  related  to  the  priority  areas  of  chronic  and  disabling 
conditions  and  the  goal  to  reduce  health  disparities  among  Americans.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0,  or  Summary  Report:  Stock  No. 

017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  invest igator- ini ti ated  research  project  grant  (R01) 
mechanism.  Applications  submitted  in  response  to  the  present  RFA  may  not  exceed  two  years  and  the  total  direct 
costs  for  the  first  year  may  not  exceed  $50,000  and  a total  of  $100,000.  Responsibility  for  the  planning, 
direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  earliest  anticipated 
award  date  will  be  September  1993.  This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing 
continuation  applications  will  compete  with  all  investigator-initiated  applications  and  be  reviewed  according 
to  the  customary  NIH  peer  review  procedures. 

FUNDS  AVAILABLE 

Applications  submitted  in  response  to  this  announcement  will  compete  for  direct  costs  of  approximately  $500,000 
from  the  NICHD  and  $150,000  from  the  NIAMS  that  have  been  made  available  for  this  purpose  in  Fiscal  Year  1993. 
It  is  expected  that  10  awards  will  be  made  by  the  NICHD  and  three  by  the  NIAMS.  The  number  of  awards  depends 
upon  the  overall  scientific  merit  of  the  proposals,  their  relevance  to  the  stated  goal  of  the  announcement,  and 
the  availability  of  funds. 

RESEARCH  OBJECTIVES 

Between  35  and  43  million  Americans  have  one  or  more  conditions  that  result  in  a limitation  of  life  activities. 
The  annual  disability-related  costs  to  the  nation  are  in  excess  of  $170  billion.  These  limitations  may  result 
from  either  injury,  disease  or  birth  defect. 
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During  the  past  decade,  remarkable  advances  have  been  made  in  biotechnology  and  in  characterizing  tissue 
interactions.  These  advances  now  permit  the  development  of  novel  biocompatible  materials  that  can  lead  to  the 
restoration  of  function  in  persons  with  physical  disabilities. 

The  goal  of  the  NCMRR  is  to  promote  research  that  will  lead  to  the  replacement,  enhancement  or  restoration  of 
function  in  persons  with  physical  disabilities  in  order  to  maximize  their  functional  capabilities,  both 
immediately  after  the  onset  of  the  disabling  condition  and  throughout  the  lifespan.  The  NCMRR  has  identified 
seven  research  priority  areas.  This  RFA  will  address  three  of  these  areas:  the  improvement  of  mobility,  the 
whole  body  systems  response  to  chronic  injury,  and  advances  in  assistive  technologies. 

Included  in  the  goals  of  the  NIAMS  are  promoting  and  funding  research  on  the  basic  biology,  injury,  and  chronic 
diseases  of  structural  and  connective  tissues,  such  as  bone,  muscle,  ligament,  tendon,  cartilage,  and  skin. 
As  such,  research  on  novel  biomaterials  may  be  targeted  to  the  treatment  of  these  conditions. 

The  purpose  of  this  RFA  is  to  develop  a grant  program  that  will  provide  funds  to  support  exploratory  studies 
leading  to  the  development  of  novel  genetically  engineered  biomaterials,  to  encourage  research  into  the 
modification  of  biological  products  that  can  be  used  to  stimulate  the  regeneration  of  tissues,  and  to  produce 
delivery  vehicles  that  will  supply  gene  products  necessary  to  maintain  function  or  reduce  the  process  of  further 
injury. 

The  following  list  of  topic  areas,  though  not  inclusive,  serves  as  a guide  for  potential  applications  under  this 
grant  program: 

o development  of  coating  materials  that  will  render  implanted  devices  biocompatible 

o development  of  modified  extracellular  matrix  materials  that  can  serve  as  substrates  or  scaffolding  that  will 
enhance  regeneration  of  neurons,  supporting  cells,  and  other  soft  tissues  after  long-term  injury 

o development  of  ion-sensitive  films/materials  that  can  be  attached  to  biological  membranes  to  detect  and 
enhance  residual  neuronal  activity  in  chronically  injured  systems 

o identification  of  novel  biopolymers  that  can  act  as  microcapsules  to  provide  slow  release  of  genetically 
modified  gene  products 

o development  of  genetically  engineered  stem  cells  that  can  be  targeted  to  appropriate  organs  in  order  to 
restore  missing  structures 

o development  of  skin  substitutes  for  healing  of  decubitus  ulcers 

o development  of  implantable  or  cutaneous  biosensors  to  detect  pressure  and  cutaneous  breakdown 
o modification  of  natural  products  to  reduce  scarring  both  in  the  nervous  system  and  in  soft  tissues 
o development  of  materials  to  immunological ly  isolate  implanted  materials 

o development  of  genetically  modified  cell  lines  that  can  be  introduced  into  sites  of  injury  and  tissue  loss 
to  stimulate  regeneration  of  neurons,  muscle,  and  connective  tissues 

o development  of  biomaterials  that  will  improve  sphincter  function 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a special  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Potential  applicants  are  strongly  encouraged  to  submit  a letter  of  intent  by  April  26,  1993.  The  letter  of 
intent  is  requested  for  planning  purposes  only  and  should  include  the  name  of  the  Principal  Investigator,  a 
descriptive  title  of  the  potential  application,  identification  of  the  organization  involved  and  the  RFA  number 
and  title.  The  letter  of  intent  is  to  be  addressed  to  Dr.  Danuta  Krotoski  at  the  address  listed  under 
INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91).  This  application  form  is  available  in  the 
business  or  grants  and  contracts  office  at  most  academic  and  research  institutions  and  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  (301)  496-7441. 

The  receipt  deadline  for  applications  prepared  in  response  to  this  RFA  is  May  25,  1993.  Late  applications  will 
not  be  accepted. 


< 
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REVIEW  CONSIDERATIONS 


Applications  will  be  reviewed  by  staff  of  the  Institute  for  responsiveness  to  the  RFA.  Applications  deemed 
non- responsive  will  be  returned  to  the  applicant.  Responsive  applications  may  be  evaluated  by  preliminary 
triage  in  a peer  review  group  to  determine  their  scientific  merit  relative  to  other  applications  received  in 
connection  with  this  RFA.  NIH  staff  will  withdraw  from  competition  those  applications  judged  to  be 
non-competitive.  The  applicant  and  their  institutional  business  official  will  be  notified  in  such  instances. 
Those  applications  judged  to  be  competitive  will  be  further  evaluated  for  technical  and  scientific  merit  by  a 
special  review  panel  convened  for  this  purpose  by  the  Division  of  Scientific  Review,  NICHD. 

Review  criteria  will  be  those  normally  used  by  the  NIH  to  evaluate  investigator-initiated  applications. 

Following  the  initial  review  by  the  special  review  committee,  all  applications  will  be  reviewed  by  the  NICHD 
and  NIAMS  National  Advisory  Councils. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  may  be  directed  to: 

Danuta  Krotoski,  Ph.D. 

National  Center  for  Medical  Rehabilitation  Research 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  South,  Room  450  W 

Bethesda,  MD  20892 

Telephone:  (301)  402-2242 

FAX:  (301)  402-0832 

or 

Stephen  Gordon,  Ph.D. 

Chief,  Musculoskeletal  Diseases  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  407A 
Bethesda,  MD  20892 
Telephone:  (301)  402-3338 

For  fiscal  and  administrative  inquiries  regarding  this  announcement,  potential  applicants  may  write  or  call: 

Mary  Ellen  Colvin 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8A17F 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

or 

Carol  Clearfield 
Grants  Management  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  726 
Bethesda,  MD  20892 
Telephone:  (301)  402-3360 

AUTHORITY  AND  REGULATION 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.929  (Medical  Rehabilitation 
Research)  and  93.846  (Arthritis  and  Musculoskeletal  and  Skin  Disease  Research).  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5 333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

PHASE  II  TRIALS  OF  NEW  ANTI -CANCER  AGENTS  (RFA  CA-93-09)  1 

National  Cancer  Institute 
INDEX:  CANCER 


ONGOING  PROGRAM  ANNOUNCEMENTS 


DRUG  USE  AND  ABUSE  IN  MINORITY  AND  UNDERSERVED  POPULATIONS  (PA-93-46)  4 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

PREVENTING  ALCOHOL-RELATED  PROBLEMS  AMONG  ETHNIC  MINORITIES  (PA-93-47)  7 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
INDEX:  ALCOHOL  ABUSE,  ALCOHOLISM 

BASIC  AND  APPLIED  STUDIES  ON  ANTIPROGESTINS  (PA-93-48)  11 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

NEUROLOGICAL  ASPECTS  OF  LYME  DISEASE  (PA-93-49)  14 

National  Institute  of  Neurological  Disorders  and  Stroke 

National  Institute  of  Allergy  and  Infectious  Diseases 

INDEX:  NEUROLOGICAL  DISORDERS,  STROKE;  ALLERGY,  INFECTIOUS  DISEASES 

RESEARCH  GRANTS  RELATED  TO  THE  SURGICAL  MANAGEMENT  OF  EPILEPSY  (PA-93-50)  17 

National  Institute  of  Neurological  Disorders  and  Stroke 
INDEX:  NEUROLOGICAL  DISORDERS,  STROKE 

RESEARCH  GRANTS  RELATED  TO  NARCOLEPSY  (PA-93-51)  20 

National  Institute  of  Neurological  Disorders  and  Stroke 

National  Institute  of  Mental  Health 

INDEX:  NEUROLOGICAL  DISORDERS,  STROKE;  MENTAL  HEALTH 


This  publication  is  also  available  electronically  to  institutions  via  BTTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer.  Contact  Dr.  John  James  at  301/496-7554  for  details,  or  send  an  E-mail  message  to  ZNS@NIHCU. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

PHASE  II  TRIALS  OF  NEW  ANTI -CANCER  AGENTS 

NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 

RFA  AVAILABLE:  CA-93-09 

P.T.  34;  K.U.  0755015,  0740015,  0740020 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  April  1,  1993 
Application  Receipt  Date:  June  10,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Division  of  Cancer  Treatment  (DCT),  National  Cancer  Institute  (NCI)  invites  applications  from  single 
institutions  or  consortia  of  institutions  wishing  to  perform  scientifically  directed  Phase  II  trials  of 
promising  anti-cancer  agents  particularly  in,  but  not  limited  to,  tumors  of  special  interest  such  as  breast, 
ovarian,  lung,  and  urologic  cancers  and  to  conduct  laboratory  studies  in  support  of  the  clinical  trials  such 
that  their  conduct  leads  to  a greater  understanding  of  the  relationship  between  drug  administration  and 
biological  changes  in  patients. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Phase  II  Trials 
of  New  Anti-Cancer  Agents,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report: 
Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202/783-3238). 
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ELIGIBILITY  REQUIREMENTS 


Domestic  for-profit  and  non-profit  organizations  such  as  universities,  colleges  and  hospitals  and  governments 
and  their  agencies  are  eligible  to  apply.  Applications  from  minority  individuals  and  women  are  encouraged. 
An  applicant  may  consist  of  a single  institution  or  a consortium  of  institutions  for  the  purpose  of  accessing 
a sufficient  patient  population.  An  applicant  functions  as  an  integrated  unit  with  a common  goal  and  is  under 
the  guidance  and  direction  of  a single  Principal  Investigator.  Participation  by  foreign  institutions  in  the 
non*clinical  aspects  of  this  project  is  acceptable.  All  accrued  patients  must  be  treated  in  the  United  States. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  cooperative  agreement  (U01),  an  assistance  mechanism  in  which 
substantial  NCI  programmatic  involvement  with  the  recipient  during  performance  of  the  planned  activity  is 
anticipated.  The  nature  of  NCI  staff  involvement  is  described  in  the  section  SPECIAL  REQUIREMENTS,  Terms  of 
Cooperation,  Nature  of  Participation  by  NCI  Staff.  Applicants  will  be  responsible  for  the  planning,  direction, 
and  execution  of  the  proposed  project.  There  is  no  intent,  real  or  implied,  for  NCI  staff  to  direct  awardee 
activities  or  to  limit  the  freedom  of  investigators. 

It  is  anticipated  that  the  average  amount  of  the  total  direct  costs  per  year  for  each  award  will  range  from 
$150,000  to  $200,000. 

FUNDS  AVAILABLE 

Approximately  $2,000,000  in  total  costs  per  year  for  four  years  will  be  committed  to  specifically  fund 
applications  submitted  in  response  to  this  RFA.  This  funding  level  is  dependent  on  the  receipt  of  a sufficient 
number  of  applications  of  high  scientific  merit.  It  is  anticipated  that  six  to  eight  awards  will  be  made.  The 
total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  four  years.  The 
earliest  feasible  start  date  for  the  initial  awards  will  be  April  1,  1994.  Although  this  program  is  provided 
for  in  the  financial  plans  of  the  NCI,  the  award  of  cooperative  agreements  pursuant  to  this  RFA  is  also 
contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Background 

The  purpose  of  this  RFA  is  to  provide  support  for  Phase  II  scientifically-directed  clinical  trials  with 
investigational  anti-cancer  agents.  Specifically,  the  objectives  of  Phase  II  trials  are:  (a)  when  testing  new 
agents  that  have  just  completed  Phase  I trials,  to  confirm  that  the  dose  and  schedule  chosen  can  be  safely 
administered  in  subsequent  Phase  II  trials;  (b)  to  determine  the  antitumor  activity  of  existing  antitumor  agents 
that  can  be  administered  in  significantly  higher  doses  when  used  with  colony  stimulating  factors  or  other 
factors  that  modulate  toxicity  or  antitumor  activity;  (c)  to  determine  the  antitumor  activity  of  combinations 
of  antitumor  agents  and  modalities;  (d)  to  determine  the  spectrum  of  antitumor  activity  for  new  agents  in 
selected  human  cancers;  and  (e)  to  gain  further  insight  into  the  pharmacokinetics  and  metabolism  of  the 
therapeutic  agent,  its  mechanisms  of  action  and/or  toxicity  and  identification  of  the  particular  patient 
population  most  likely  to  benefit  from  its  effects  through  the  performance  of  parallel  biological  studies. 

Research  Goals  and  Scope 

The  aims  of  this  initiative  are:  (1)  to  provide  support  for  Phase  II  trials  of  promising  new  anti-cancer 
agents,  particularly  in,  but  not  limited  to,  tumors  of  special  interest  such  as  breast,  ovarian,  lung,  and 
urologic  cancers;  and  (2)  to  provide  support  for  appropriate  laboratory  correlative  studies  in  cancer  patients 
receiving  these  anti-cancer  agents.  The  laboratory  studies  should  be  in  support  of  the  clinical  trial,  such 
that  their  conduct  leads  to  a greater  understanding  of  the  relationship  between  drug  administration  and 
biological  changes  in  patients.  Laboratory  studies  would  include  pharmacokinetic  studies  of  cytotoxic, 
immune-modulating,  differentiation-inducing,  and/or  targeted  anti-cancer  agents,  including  monitoring  of 
metabolites  and  intracellular  products  when  appropriate,  or  other  relevant  pharmacology  correlative  studies. 
Measurement  of  particular  biological  responses  would  also  be  desirable  particularly  when  this  information  would 
be  relevant  to  the  interpretation  of  the  success  or  failure  of  the  agent  in  individual  patients  entered  into 
the  Phase  II  trial  (e.g.,  changes  in  signal  transduction  pathways,  immune  modulation,  induction  or  suppression 
of  specific  gene  function,  other  indicators  of  differentiation  induction,  or  induction  of  apoptosis). 

Specific  objectives  and  scientific  approaches  will  be  investigator-originated  and  should  reflect  the  creativity 
and  capability  of  the  investigators.  This  RFA  provides  an  opportunity  for  clinical  and  laboratory  investigators 
within  an  institution  or  consortia  of  institutions  to  develop  a program  in  drug  development  which  utilizes  the 
strengths  of  pre-existing  basic  scientific  expertise  and  available  clinical  resources.  The  applicant/awardee 
Principal  Investigator  will  select  the  specific  agents  to  be  tested  in  accord  with  their  area  of  scientific 
interest  and  expertise  and  will  develop  a series  of  appropriate  phase  II  trials  with  supporting  protocol 
documents.  The  NCI  may  provide  NCI -sponsored  IND  agents  or  provide  assistance  to  the  awardee  by  sponsoring  or 
co-sponsoring  other  selected  agents. 

Each  Phase  II  awardee/consortium  will  be  expected  to  complete  on  average  two  to  three  Phase  II  trials  per  year, 
with  each  trial  encompassing  20  to  40  patients.  In  all  categories  of  diseases,  the  awardee  must  select  those 
patients  for  trial  with  the  best  performance  status  and  with  the  minimum  amount  of  prior  treatment  that  is 
consistent  with  ethical  medical  practice.  Sufficient  numbers  of  patients  should  be  available  in  order  to  allow 
completion  of  the  trials  in  a timely  manner.  These  trials  should  also  include  evaluation  of  laboratory 
parameters  which  reflect  the  biological  or  biochemical  effects  of  therapy  in  a relatively  homogeneous  group  of 
patients  as  preparations  for  larger  studies  which  may  show  correlations  with  response  or  toxicity.  Studies  of 
regional  drug  administration  will  be  permitted  upon  documentation  of  expertise  with  necessary  techniques  of  drug 
delivery  and  pharmacology  and  evidence  that  this  therapeutic  approach  might  yield  meaningful  therapeutic  benefit 
to  patients.  Similarly,  exploration  of  the  upper  end  of  the  dose-response  curve,  using  appropriate  approaches 
for  protection  of  normal  tissues,  may  be  permitted  in  suitably  documented  circumstances. 
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SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  April  1,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the  names  of  other  key 
personnel,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  it  is  requested  in  order  to  provide  an  indication  of  the  number  and  scope  of  applications  to  be 
reviewed. 

The  letter  of  intent  is  to  be  sent  to  Dr.  David  R.  Parkinson  at  the  address  listed  under  INQUIRIES. 
APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  cooperative  agreements. 
These  forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  (301)  496-7441;  and  from  the  NCI  Program  Director  named  below. 

Applications  must  be  received  by  June  10,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned.  The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this 
announcement  that  is  essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant 
withdraws  the  pending  application.  This  does  not  preclude  the  submission  of  substantial  revisions  of 
applications  already  reviewed,  but  such  applications  must  include  an  introduction  addressing  the  previous 
critique. 

REVIEW  CONSIDERATIONS 
Review  Procedure 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  by  the  NCI.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  Applications  that  are  judged  to 
be  non- responsive  will  be  returned  by  the  NCI.  Applications  judged  to  be  non- responsi ve  to  this  RFA  may  be 
submitted  as  an  investigator  initiated  regular  research  grant  (R01)  or  program  project  grant  (P01)  at  the  next 
receipt  date.  The  application  would  require  modification  in  accordance  with  either  the  R01  or  P01  guidelines. 
The  revised  application  would  not  be  considered  an  application  for  a cooperative  agreement  nor  would  it  be 
considered  a response  to  an  RFA.  Questions  concerning  the  responsiveness  of  proposed  research  to  the  RFA  are 
to  be  directed  to  program  staff  (see  INQUIRIES). 

Applications  may  be  triaged  by  an  NCI  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH  will 
withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the 
applicant  Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will 
undergo  further  scientific  merit  review.  Those  applications  that  are  complete  and  responsive  will  be  evaluated 
in  accordance  with  the  criteria  for  scientific/technical  review  by  an  appropriate  peer  review  group  convened 
by  the  Division  of  Extramural  Activities,  NCI.  The  second  level  of  review  will  be  provided  by  the  National 
Cancer  Advisory  Board. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA  and  inquiries  about  whether  or 
not  specific  proposed  research  would  be  responsive  are  strongly  encouraged  and  may  be  directed  to  the  program 
staff  listed  below.  The  program  staff  welcomes  the  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  David  Parkinson 

Chief,  Investigational  Drug  Branch 

National  Cancer  Institute 

Executive  Plaza  North,  Room  734 

Bethesda,  MD  20892 

Telephone:  (301)  496-5223 

FAX:  (301)  480-4663 
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Direct  inquiries  regarding  fiscal  matters  to: 


Joan  Metcalfe 

Grants  Management  Specialist 
National  Cancer  Institute 
Executive  Plaza  South,  Room  242 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800,  ext.  28 
FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No  93.395,  Cancer  Treatment  Research. 
Awards  are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV  Sections  301,  410,  and  411, 
Part  A (Public  Law  78-410,  42  USC  241  as  amended.  Public  Law  99-158,  42  USC  285a)  and  administered  under  PHS 
grants  policies  and  Federal  Regulations  at  42  CFR  Part  52  and  45  CFR  Part  74  and  92.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

ONGOING  PROGRAM  ANNOUNCEMENTS 

DRUG  USE  AMD  ABUSE  IN  MINORITY  AND  UNDERSERVED  POPULATIONS 

NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 
PA  NUMBER:  PA-93-46 

P.T.  34;  FF;  K.U.  0404009,  0408006,  0417000 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  purpose  of  this  program  announcement  (PA)  is  to  encourage  research  on  the  extent  and  nature  of  drug  use  and 
abuse  among  ethnic/racial  minority  groups  and  other  underserved  populations.  As  defined  in  this  announcement, 
ethnic/racial  minority  groups  include  African-American,  American  Indian  and  Alaska  Native,  Asian  American  and 
Pacific  Islander,  and  Hispanic.  Underserved  populations  include,  but  are  not  limited  to,  school  dropouts,  gang 
members,  the  homeless,  migrant  workers,  prostitutes,  children  of  drug  users,  recent  immigrant  groups,  the 
unemployed  or  working  poor,  the  elderly,  veterans,  incarcerated  adults  and  juveniles,  the  mentally  ill,  or  other 
vulnerable  groups.  Research  on  the  drug-using  behavior  of  the  ethnic/racial  minority  groups  and  other 
underserved  populations  mentioned  is  important  because  of  the  significant  social,  economic,  and  cultural 
differences  existing  among  and  between  these  population  groups;  the  growing  importance  of  these  population 
groups  upon  the  social,  economic,  and  cultural  well-being  of  our  society;  and  the  potentially  unique  nature  of 
drug-using  behaviors  among  each  of  the  minority  groups  and  other  underserved  populations. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  “Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Drug  Use  and  Abuse 
in  Minority  and  Underserved  Populations,  is  related  to  the  priority  area  of  alcohol  and  other  drug  abuse. 
Potential  applicants  may  obtain  a copy  of  Healthy  People  2000  (Full  Report:  Stock  No.  017-001-00474-0  or 
Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 
Foreign  institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  awards 
(R29). 

MECHANISM  OF  SUPPORT 

Support  mechanisms  include  research  projects  (R01),  small  grants  (R03),  and  FIRST  awards  (R29). 

RESEARCH  OBJECTIVES 
Summary 

Background  investigation  into  the  extent  and  nature  of  drug  use/abuse  behavior  among  the  various  ethnic/racial 
minority  groups  and  other  underserved  populations  is  the  focus  of  the  ethnic/racial  minority  and  other 
underserved  populations  research  program  at  the  National  Institute  on  Drug  Abuse  (NIDA),  Epidemiologic  Research 
Branch.  In  the  past  this  program  has  provided  financial  and  technical  support  to  studies  exploring  the 
prevalence  of  drug  use/abuse  among  school  dropouts,  gang  members,  the  homeless,  and  American  Indian,  Hispanic, 
and  African-American  high  school  seniors.  This  program  has  also  funded  studies  investigating  the  role  of 
familial  factors,  religious  involvement,  and  acculturation  related  stress  in  the  drug  use  behavior  of 
African-American  and  Hispanic  adolescents. 

The  findings  from  this  research  have  provided  evidence  suggesting  that  American  Indian  high  school  seniors  are 
more  likely  than  any  other  ethnic/racial  minority  group  seniors  to  use  and  abuse  licit  and  illicit  drugs.  Other 
results  from  this  research  have  also  suggested  that  a strong  relationship  exists  between  dropping  out  of  school 
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and  drug  use/abuse,  and  that  homeless  individuals  and  gang  members  have  a very  high  rate  of  drug  use/abuse. 
Further,  the  data  collected  from  this  research  seem  to  indicate  that  stress  due  to  assimilation  into  American 
society  and  lack  of  family  cohesiveness  and  support  may  be  related  to  the  drug-using  behavior  of  Hispanic  and 
African-American  youth. 

Despite  these  recent  research  advances,  there  continues  to  be  a lack  of  research  on  the  patterns,  causes,  and 
consequences  of  drug  use  and  abuse  among  ethnic/racial  minority  groups  and  other  underserved  populations.  Of 
foremost  concern  is  the  lack  of  culturally  relevant  and  theoretically  driven  research  on  the  underlying  factors 
responsible  for  the  drug-using  behavior  of  individuals  belonging  to  the  various  ethnic/racial  minority  groups 
and  other  underserved  populations.  The  majority  of  past  and  current  studies  on  the  drug-using  behavior  of  these 
populations  are  exploratory  in  nature  and  lack  a theoretical  foundation.  Moreover,  many  of  these  studies  are 
not  culturally  relevant  and  many  have  been  able  to  gain  only  limited  access  to  ethnic/racial  minority 
communities  or  underserved  populations.  Furthermore,  these  study  results  are  most  often  based  upon  non- random 
samples  and  retrospective  collection  of  drug  use  data.  Also  needed  is  research  that  will  further  explore  the 
changing  patterns  of  drug  use  and  abuse  among  the  various  ethnic/racial  and  other  underserved  groups  and  the 
consequences  associated  with  these  drug-using  patterns  among  these  different  populations. 

Applications  submitted  should  focus  on  exploring  the  etiology,  patterns,  or  consequences  of  drug  use  among  each 
of  the  population  groups  listed  above  or  any  other  group  that  may  be  vulnerable  to  the  use  and  abuse  of  drugs. 
Applications  that  focus  on  exploring  the  underlying  individual,  familial,  psychiatric,  psychological,  cultural, 
socioeconomic,  and  co-morbidity  factors  and  circumstances  that  expose  or  protect  individuals  belonging  to  these 
populations  from  or  to  the  use  of  illicit  drugs  are  particularly  encouraged.  Studies  that  focus  on  the 
relationship  between  drug  use/abuse  and  violence  and  other  related  consequences  due  to  drug  use  are  also 
encouraged. 

Areas  of  Research  Interest: 

Etiologic  studies 

Familial  and  peer  related  studies:  Research  in  this  area  should  focus  on  the  role  that  such  factors  as  lack 
of  family  support  including  ineffective  parenting  and  lack  of  mutual  parent-child  attachment  and  warmth,  family 
violence,  and  lack  of  male  role  models  have  upon  the  initiation,  continuation,  escalation,  and  cessation  of  drug 
use  among  ethnic/racial  minority  groups  and  other  underserved  populations.  Encouraged  also  are  studies  that 
investigate  the  impact  that  poor  parental  supervision,  parental  and  older  sibling  or  other  relative  drug  use, 
breakdown  of  the  extended  family  system,  the  changing  role  of  the  mother  and  father  within  the  family  system, 
and  parents'  socioeconomic  status  have  upon  the  drug-using  behavior  of  these  population  groups.  Studies  that 
explore  the  relationship  between  drug  use  and  abuse,  peer  influence  and  association  with  drug-using  peers  among 
ethnic/racial  minority  youth  are  also  appropriate  for  this  research. 

Cultural  related  studies:  Research  in  this  area  should  focus  on  exploring  the  importance  of  cultural  values 
and  attitudes  toward  drug  use,  acculturation  related  stress,  or  loss  of  cultural  identification  upon  the 
drug-using  behavior  of  the  various  ethnic/racial  minority  groups  previously  identified.  Of  particular  interest 
are  studies  that  explore  the  role  of  cultural  values  that  may  protect  ethnic/racial  minority  female, 
particularly  those  belonging  to  recent  immigrant  groups,  from  the  use  and  abuse  of  drugs.  Also  needed  is 
research  that  investigates  whether  or  not  a subculture  of  drug  use  exists  among  the  various  underserved 
population  groups.  Methodological  studies  that  seek  to  develop  scales  to  measure  accurately  the  complex  and 
multidimensional  nature  of  the  construct  of  culture  among  each  of  the  various  racial/ethnic  minority  groups  are 
also  encouraged. 

Community  and  societal  related  factor  studies:  Research  in  this  area  centers  on  exploring  the  impact  that 
factors  such  as  the  availability  and  price  of  drugs  and  drug  distribution  networks,  local  laws  against  the  use 
and  selling  of  drugs,  neighborhood  attitudes  and  social  norms  and  mores  related  to  drug  using/dealing,  poor 
school  systems,  and  a lack  of  adequate  community  recreational  and  employment  opportunities  have  upon  the  drug 
use  behavior  of  ethnic/racial  minority  groups  and  other  underserved  populations.  Encouraged  also  are  studies 
that  investigate  the  role  that  racism,  negative  social  sanctioning  by  established  social  institutions  such  as 
schools  and  social  service  programs,  law  enforcement  programs/strategies,  membership  in  gangs  and  organized 
criminal  associations,  lack  of  religious  affiliations,  and  feelings  of  powerlessness  toward  society  have  upon 
the  drug-using  behavior  of  the  identified  population  groups. 

Individual  psychology  and  developmental  vulnerability  related  studies:  Research  in  this  area  concentrates  on 
studies  of  the  impact  of  psychological,  developmental,  and  psychopatho logical  factors  upon  the  use  and  eventual 
abuse  of  drugs.  Feelings  of  low  self-esteem,  depression,  low  self-efficacy,  aggressive,  or  noncompliant 
behavior,  coping  styles,  misperceptions  of  harmful  consequences,  maturation-related  transitions  from  infancy 
to  adulthood,  psychopathological  conditions,  and  other  related  psychological  problems  also  are  appropriate  study 
foci . 

Of  interest  are  studies  that  investigate  the  interactive  roles  of  intrapersonal,  interpersonal,  familial, 
cultural  community,  and  other  larger  societal  factors  upon  the  onset,  casual  use,  escalation  to  use, 
maintenance,  development  of  dependence,  cessation  of  use,  and  relapse  of  drugs  among  ethnic/racial  minority 
groups  and  other  underserved  populations.  These  studies  should  be  based  upon  a multidimensional  and 
multidisciplinary  perspective  where  the  exploration  of  drug  use  will  be  grounded  within  a 
person-in-situation-environment  configuration  with  reciprocal  interactions  existing  among  and  within  the  various 
systems  an  individual  interacts.  Especially  encouraged  is  research  that  investigates  resiliency  and  protective 
factors  among  minority  children  who  may  otherwise  be  at  high  risk  of  using  drugs  but  do  not.  Studies  that  help 
in  the  development  of  information  which  can  lead  to  the  early  identification  of  those  at  risk  of  drug  use  and 
abuse  among  the  various  ethnic/racial  groups  and  underserved  populations  are  particularly  needed.  Studies  that 
provide  data  on  identifying  the  motivating  factors  responsible  for  the  cessation  of  drug  use  among  school 
dropouts,  children  of  drug  users,  longtime  drug  addicts,  young  African-American,  Asian  American  and  Hispanic 
male  and  female  adults  are  also  invited. 
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Projects  are  encouraged  to  utilize  qualitative  and  quantitative  methods  in  combination;  a reliance  on 
retrospective  data  is  discouraged.  Community-based  studies  with  matched  control  groups  where  feasible  are 
encouraged;  longitudinal  efforts  and  secondary  analysis  of  existing  data  studies  also  are  supported  as 
appropriate.  Also  encouraged  are  studies  that  critically  validate  the  cultural  relevance  of  current 
methodological  approaches  and  those  that  utilize  rigorous  research  designs  within  the  context  of  their  data 
collection  activities. 

Epidemiologic  studies 

Patterns  and  prevalence  of  drug  use  related  studies:  Research  in  this  area  seeks  to  evaluate  whether  the 
patterns,  including  the  sequencing  and  multiple  use  and  abuse  of  drugs  of  ethnic/racial  minority  youth,  school 
dropouts,  gang  members,  children  of  drug  users,  and  homeless  youth  differs  from  non-minority  youth  as  reported 
by  drug  abuse  researchers.  Also  encouraged  are  studies  that  gather  information  on  the  prevalence  of  drug  use 
among  Asian  American,  Hispanic  individuals  of  South,  Central  American,  and  Caribbean  extraction,  migrant 
workers,  and  U.S. -Mexican  border  populations. 

Consequences  related  studies:  Research  in  this  area  concentrates  on  providing  information  on  the  impact  that 
drug  use  has  upon  the  emotional  and  economic  well-being  of  minority  individuals,  their  families,  and 
communities.  Research  on  the  interrelationship  between  drug  abuse  and  violence,  including  domestic  violence 
among  ethnic/racial  minori ty  youth,  school  dropouts,  gang  members  is  particularly  encouraged.  Research  in  this 
program  component  may  include  studies  on  the  effects  that  drug  abuse  and  related  criminality  has  upon  the  social 
and  economic  well-being  of  minority  neighborhoods.  Encouraged  also  are  studies  that  investigate  to  what  extent 
drug  use  and  drug  dealing  is  responsible  for  violence  reported  among  ethnic/racial  minority  groups  and  other 
underserved  populations. 

STUDY  POPULATIONS 

NIH  POLICY  CONCERNING  INCLUSION  OF  MINORITIES  AND  WOMEN  AS  SUBJECTS  IN  RESEARCH 

Applications  for  grants  and  cooperative  agreements  that  involve  human  subjects  are  required  to  include 
minorities  and  both  genders  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at 
risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  applies  to  all  research  involving  human  subjects  and  human  materials,  and  applies  to 
males  and  females  of  all  ages.  If  one  gender  and/or  minorities  are  excluded  or  are  inadequately  represented 
in  this  research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  for  exclusion 
or  inadequate  representation  should  be  provided.  The  composition  of  the  proposed  study  population  must  be 
described  in  terms  of  gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In  addition, 
gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  American 
Indians  or  Alaskan  Natives,  Asians  or  Pacific  Islanders,  Blacks,  Hispanics).  Investigators  must  provide  the 
rationale  for  studies  on  single  minority  population  groups. 

Applications  for  support  of  research  involving  human  subjects  must  employ  a study  design  with  minority  and/or 
gender  representation  (by  age  distribution,  risk  factors,  incidence/prevalence,  etc.)  appropriate  to  the 
scientific  objectives  of  the  research.  It  is  not  an  automatic  requirement  for  the  study  design  to  provide 
statistical  power  to  answer  the  questions  posed  for  men  and  women  and  racial/ethnic  groups  separately;  however, 
whenever  there  are  scientific  reasons  to  anticipate  differences  between  men  and  women,  and  racial/ethnic  groups, 
with  regard  to  the  hypothesis  under  investigation,  applicants  should  include  an  evaluation  of  these  gender  and 
minority  group  differences  in  the  proposed  study.  If  adequate  inclusion  of  one  gender  and/or  minorities  is 
impossible  or  inappropriate  with  respect  to  the  purpose  of  the  research,  because  of  the  health  of  the  subjects, 
or  other  reasons,  or  if  in  the  only  study  population  available,  there  is  a disproportionate  representation  of 
one  gender  or  minority/majority  group,  the  rationale  for  the  study  population  must  be  well  explained  and 
justified. 

The  NIH  funding  components  will  not  make  awards  of  grants,  cooperative  agreements  or  contracts  that  do  not 
comply  with  this  policy.  For  research  awards  which  are  covered  by  this  policy,  awardees  will  report  annually 
on  enrollment  of  women  and  men,  and  on  the  race  and  ethnicity  of  subjects. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  below  and  in  the  application  kit.  The  receipt  dates  for 
applications  for  AIDS-related  research  are  found  in  the  PHS  398  instructions. 

Application  kits  are  available  at  most  institutional  business  offices  or  offices  of  sponsored  research  and  may 
be  obtained  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health, 
Westwood  Building,  Room  449,  Bethesda,  Maryland  20892,  telephone  301/496-7441.  The  title  and  number  of  this 
announcement  must  be  typed  in  item  2a  on  the  face  page  of  the  application  for  PHS  398. 

FIRST  award  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of 
the  original  application.  FIRST  award  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 
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The  completed  original  and  five  legible  copies  of  the  application  form  PHS  398  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCESS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications.  Applications  will 
be  assigned  in  accordance  with  established  Public  Health  Service  referral  guidelines  and  will  be  reviewed  by 
an  initial  review  group  (IRG)  for  scientific  and  technical  merit  in  accordance  with  the  standard  NIH  peer  review 
procedures. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications  recommended  for  further  consideration 
and  assigned  to  the  appropriate  institute.  R03  applications  do  not  receive  a second  level  review.  The 
following  will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Mario  R.  De  La  Rosa,  Ph.D. 

Division  of  Epidemiology  and  Prevention  Research 

National  Institute  on  Drug  Abuse 

Rockwall  II,  Suite  615 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-2974 

Direct  inquiries  regarding  fiscal  matters  to: 

Mrs.  Shirley  Denney 
Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  8A54 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under  the 
authority  of  Section  301  of  the  Public  Health  Service  Act  (42  USC  241).  Federal  regulations  at  42  CFR  Part  52, 
"Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92,  generic  requirements  concerning  the 
administration  of  grants,  are  applicable  to  these  awards.  The  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

PREVENTING  ALCOHOL-RELATED  PROBLEMS  AMONG  ETHNIC  MINORITIES 


NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 
PA  AVAILABLE:  PA-93-47 

P.T.  34,  FF;  K.W.  0404003,  0414014,  0411005 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 

THE  PROGRAM  ANNOUNCEMENT  ANNOUNCED  (PA)  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF 
AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  PA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  invites  researchers  to  submit  research  grant 
applications  related  to  the  prevention  of  alcohol-related  problems  among  ethnic  minority  groups  of  African 
Americans,  Hispanic  Americans,  Native  Americans,  Asian  Americans,  and  Pacific  Islanders.  Most  of  these  groups 
are  at  elevated  risk  for  specific  alcohol  problems  or  may  have  changing  patterns  of  increased  alcohol 
consumption.  All  of  these  minority  groups  require  the  development  and  evaluation  of  culturally  relevant 
programs  of  alcohol  abuse  prevention.  NIAAA  promotes  innovative  prevention  research  within  a broad  range  of 
populations  and  is  particularly  interested  in  receiving  methodologically  sound  and  conceptually  grounded 
outcome- oriented  research  applications. 
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The  primary  objective  of  this  program  announcement  is  to  expand  the  limited  information  available  about  the 
prevention  of  alcohol-related  problems  among  ethnic  minorities.  While  differential  rates  of  alcohol  problems 
have  been  well  documented  within  minority  communities,  the  link  between  ethnic  identity  and  successful  alcohol 
abuse  prevention  interventions  has  not.  Research  proposed  within  the  domain  of  this  program  announcement  should 
address  factors  that  facilitate  or  impede  the  development,  implementation,  and  evaluation  of  prevention 
strategies  among  diverse  sociocultural  populations.  Attention  should  be  focused  on  (1)  the 
cultural ly- appropriate  development  or  adaptation  of  interventions  within  these  minority  settings  and  (2)  how 
ethnic  minority  identity  relates  to  prevention  research  outcomes.  In  general,  the  impact  of  ethnicity  on 
alcohol  use  and  prevention  of  its  abuse  should  be  studied  within  a particular  context  such  as,  alcohol 
avai labi l ity  control,  server  training,  price  increases,  media  messages,  or  psychosocial  antecedents  of  high-risk 
behavior. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Preventing  Alcohol- 
Related  Problems  Among  Ethnic  Minorities,  is  related  to  the  priority  area  of  alcohol  abuse  reduction.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic  and  foreign  public  and  private  non-profit  and  for-profit 
organizations,  such  as,  universities,  colleges,  hospitals,  research  institutes  and  organizations,  units  of  State 
and  local  governments,  and  eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are 
encouraged  to  apply.  Foreign  applicants  are  not  eligible  for  First  Independent  Research  Support  and  Transition 
(FIRST)  awards  (R29). 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  obtained  through  applications  for  a regular  research  grant  (R01),  small  grant  (R03), 
or  FIRST  award  (R29).  Applicants  for  ROIs  may  request  support  for  up  to  five  years.  The  average  direct  cost 
per  year  for  ROIs  is  approximately  $220,000.  Small  grants  (R03)  are  limited  to  two  years  for  up  to  $50,000  per 
year  for  direct  costs.  FIRST  award  applications  must  be  for  five  years.  Total  direct  costs  for  the  five-year 
period  may  not  exceed  $350,000  or  $100,000  in  any  one  budget  period.  FIRST  award  and  small  grants  cannot  be 
renewed  but  grantees  may  apply  for  R01  support  to  continue  research  on  the  same  topics. 

RESEARCH  OBJECTIVES 

Background  Information  on  Alcohol-Related  Problems  and  Use  Among  Ethnic  Minorities 

In  the  United  States,  alcohol  use  is  involved  in  nearly  100,000  deaths  annually,  including  approximately 
one-half  of  the  nearly  45,000  fatalities  in  traffic  crashes;  27,000  deaths  due  to  cirrhosis  of  the  liver;  and 
a high  proportion  of  the  deaths  due  to  homicide,  suicide,  drowning,  falls,  burns,  and  other  accidents.  Alcohol 
abuse  results  in  alcohol-related  injuries  and  violence,  marital  discord,  job  loss,  and  serious  medical 
consequences  including  birth  defects.  Alcohol-related  problems  and  costs  are  unevenly  distributed  across  racial 
and  ethnic  groups.  This  uneven  distribution  may  be  related  to  cultural  differences  in  drinking  patterns. 
Surveys  have  found  disproportionately  high  levels  of  alcohol  consumption  and  alcohol-related  problems  among 
African  Americans,  Hispanic  Americans,  and  Native  Americans.  In  contrast,  Asian  Americans  and  Pacific  Islanders 
have  been  found  to  have  lower  levels  of  alcohol  use.  However,  recent  evidence  indicates  that  consumption  may 
be  increasing  among  these  two  groups. 

Areas  of  Research  Interest 

Despite  the  relatively  large  number  of  findings  describing  broad  ethnic  differences  in  drinking  behaviors  and 
alcohol-related  problems,  the  nature  of  the  linkage  between  ethnic  identity  and  alcohol  use  or  abuse  has  not 
been  established.  There  are  few  theoretical  paradigms  to  guide  research  into  these  variations. 

However,  there  is  a need  to  understand  the  relationships  in  order  to  increase  the  potential  effectiveness  of 
prevention  strategies  within  communities.  The  paucity  of  rigorous  research  on  the  prevention  of  alcohol-related 
problems  indicates  a need  for  a variety  of  prevention  and  pre-prevention  studies  directed  specifically  to  these 
populations. 

Environmental  Prevention  Strategies 

A systematic  program  of  research  that  investigates  the  effectiveness  of  environmental  prevention  strategies  in 
minority  settings  is  needed  to  explore  interventions  that  are  designed  to  change  the  incentives,  opportunities, 
risks,  and  expectations  that  surround  drinking.  This  includes  examinations  of  the  impact  on  African  American, 
Hispanic,  Native  American,  Pacific  Islanders,  and  Asian  communities  (or  high-risk  groups  within  them)  of 
national.  State,  or  communi ty-wide  policies  designed  to  control  alcohol  availability  (e.g.,  server  training) 
and  reduce  demand  for  such  products  (e.g.,  price  increases).  Policy  changes  might  be  expected  to  have  diverse 
effects  on  minority  ethnic  populations  because  of  differences  in  sociocultural  patterns  of  drinking,  as  well 
as  differences  in  the  manner  in  which  such  policies  are  viewed  in  different  communities  and  the  ways  they  are 
enforced. 

Prevention  Strategies  Focusing  on  the  Individual 

Prevention  efforts  targeted  at  individuals,  distinct  from  those  that  target  changes  in  the  environment,  have 
attempted  to  change  consumption  practices  by  increasing  individual  knowledge  of  alcohol  effects  and  by  altering 
attitudes  about  the  use  of  alcohol.  These  efforts  usually  involve  the  use  of  media  campaigns  and  school-based 
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instructional  programs.  Such  programs  have  sometimes  produced  desired  changes  in  knowledge  and  attitudes,  but 
have  not  been  able  to  document  long-term  behavior  changes.  School-based  programs  that  teach  youth  peer  pressure 
resistance  and  social  competence  skills  for  avoiding  the  use  of  alcohol  and  other  drugs  show  promise  but  have 
only  demonstrated  moderate  or  short-lived  effects.  Even  this  conditional  effectiveness,  however,  has  not  been 
established  for  ethnic  minority  students  and  calls  for  further  research. 

The  study  of  how  ethnicity  affects  individual  differences  in  drinking  behavior  may  involve  the  statistical 
modeling  of  personality  variables,  alcohol  use  patterns,  and  prediction  of  prevention  outcomes.  In  general, 
the  most  effective  studies  of  these  interrelationships  are  longitudinal  and  may  monitor  a wide  range  of 
variables,  including  income  level,  availability  of  alcohol,  peer  and  adult  influences,  intention  to  drink,  and 
other  identified  risk  factors  (low  academic  achievement,  lack  of  prohibitions,  early  alcohol  use,  low 
self-esteem,  psychopathology,  poor  family  relations,  lack  of  socialization,  other  drug  use,  etc.).  These 
constructs  allow  for  a more  precise  examination  of  the  relationship  between  ethnicity  and  effective  prevention 
outcomes. 

Strategies  for  Program  Development 

One  possible  research  strategy  involves  taking  interventions  from  programs  that  have  been  successfully  tested 
in  the  general  community  and  adapting  those  interventions  for  use  with  ethnic  minorities.  Programs  using  the 
social  influence  model  that  have  shown  positive  outcomes  might  be  adapted  for  implementation  with  one  or  more 
ethnic  minority  groups. 

Another  possible  research  approach  is  systematic  testing  of  prevention  programs  that  appear  to  have  been 
successfully  implemented  within  ethnic  communities  but  were  tested  on  only  a limited  scale  and/or  not 
systematically  evaluated  at  all.  Examples  of  these  include  the  communi ty- based  programs  implemented  by  the 
Indian  Health  Service  and  various  demonstration  programs  that  employ  social  learning  models  and  are  targeted 
at  high-risk  youth. 

Similarly,  it  may  be  useful  to  design  strategies  for  increasing  awareness  of  health-related  alcohol  problems 
and  understanding  of  the  relationship  between  cultural  attitudes  and  the  social/physical  environment  and  alcohol 
abuse.  It  may  be  necessary  to  determine  how  the  target  groups  define  "excessive"  or  "inappropriate"  alcohol 
use,  before  developing  educational  materials  about  the  prevention  of  alcohol-related  health  problems  such  as 
cirrhosis. 

Cross-Institute  or  Center  Areas  of  Interest 

Projects  may  be  submitted  under  this  announcement  that  address  issues  in  common  with  other  agencies.  For 
example,  the  Center  for  Substance  Abuse  Prevention  (CSAP),  which  was  an  original  co-funding  agency  for  the 
earlier  Request  for  Applications  in  this  area,  may  be  interested  in  funding  the  intervention  component  of  a 
NIAAA  prevention  research  grant  responsive  to  this  announcement.  CSAP  has  initiated  many  prevention  service 
demonstration  projects  focused  on  high-risk  youth  and  their  families,  including  prevention  projects  targeted 
at  ethnic  minority  groups.  It  is  conceivable  that  an  applicant  could  carry  out  the  research  in  the  context  of 
a CSAP  Community  Partnership  grant,  High  Risk  Youth  grant  or  other  initiative.  This  would  have  the  benefit  of 
providing  a potential  applicant  with  a pool  of  clients  from  an  ongoing  community  intervention.  Preapplication 
consultation  with  the  appropriate  individual  listed  below  is  strongly  encouraged.  Applications  are  considered 
for  acceptance  and  assigned  according  to  standing  PHS  referral  guidelines. 

STUDY  POPULATIONS 

NIH  POLICY  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  AS  SUBJECTS  IN  RESEARCH 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided. 

Applications  without  such  documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit. 

Application  kits  are  available  from  most  institutional  offices  of  sponsored  research  and  from  the  Office  of 
Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449, 
Bethesda,  MD  20892,  telephone  301-496-7441.  The  number  and  title  of  the  announcement  must  be  typed  in  item 
number  2a  on  the  face  page  of  the  application. 

FIRST  award  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of 
the  original  application.  FIRST  award  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

The  completed  original  and  five  permanent,  legible  copies  of  the  form  PHS  398  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 
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REVIEW  CONSIDERATIONS 


The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most 
discretionary  PHS  grant  programs.  Applications  received  under  this  announcement  will  be  assigned  to  an  Initial 
Review  Group  (IRG)  in  accordance  with  established  PHS  Referral  Guidelines.  The  IRG,  consisting  primarily  of 
non-Federal  scientific  and  technical  experts,  will  review  the  applications  for  scientific  and  technical  merit. 
Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial  review.  Applications 
will  receive  a second-level  review  by  an  appropriate  national  advisory  council,  whose  review  may  be  based  on 
policy  considerations  as  well  as  scientific  merit.  Only  applications  recommended  by  the  Council  may  be 
considered  for  funding.  The  second  level  review  of  small  grants  (R03s)  is  by  NIH  staff. 

REVIEW  CRITERIA 

Criteria  for  scientific/technical  merit  review  of  applications  for  research  project  grants  (R01)  will  include: 

1.  The  overall  scientific  and  technical  merit  and  significance  of  the  proposed  research. 

2.  The  appropriateness  and  adequacy  of  the  research  design,  including  the  adequacy  of  mechanisms  for  the 
implementation  of  any  intervention  and  the  methodology  proposed  for  collection  and  analysis  of  data. 

3.  The  adequacy  of  the  qualifications  and  relevant  research  experience  of  the  principal  investigator  and  key 
research  personnel. 

4.  The  availability  and  adequacy  of  facilities,  general  environment  for  the  conduct  of  the  proposed  research, 
other  resources,  and  any  collaborative  arrangements  necessary  for  the  research. 

5.  The  appropriateness  of  budget  estimates  for  the  proposed  research  activities. 

6.  Where  applicable,  the  adequacy  of  procedures  to  protect  human  subjects. 

7.  Conformance  of  the  application  to  the  NIH  policy  on  inclusion  of  women  and  minorities  in  study  populations. 

The  review  criteria  for  small  grants  (R03)  and  FIRST  awards  (R29)  are  contained  in  the  respective  program 
announcements,  available  from: 

National  Clearinghouse  for  Alcohol  and  Drug  Information  (NCADI ) 

P.0.  Box  2345 
Rockville,  HD  20892 

Telephone:  (30D  468-2600  or  1-800-729-6686 
AWARD  CRITERIA 

Applications  recommended  for  approval  by  the  appropriate  advisory  council  will  be  considered  for  funding  on  the 
basis  of  overall  scientific  and  technical  merit  of  the  proposal  as  determined  by  peer  review,  program  needs  and 
balance,  and  the  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  request  for  the  Program  Announcement  to: 

Elsie  Taylor  or  Kendall  Bryant,  Ph.D. 

Prevention  Research  Branch 

Division  of  Clinical  and  Prevention  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  13C-23 

Rockville,  MD  20857 

Telephone:  (301)  443-1677 

Inquiries  relating  to  fiscal  matters  may  be  directed  to: 

Elsie  Fleming 

Grants  Management  Branch 

Office  of  Planning  and  Resource  Management 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

5600  Fishers  Lane,  Room  16-86 

Rockville,  MD  20857 

Telephone:  (301)  443-4703 

Inquires  relating  to  prevention  service  demonstration  projects  and  evaluation  may  be  directed  to: 

Armando  Pollack 

Special  Assistant  to  the  Director  of  Community  Prevention  and  Training 

Center  for  Substance  Abuse  Prevention 

Rockwall  II  Building,  9th  floor 

5600  Fishers  Lane 

Rockville  MD  20857 

Telephone:  (301)  443-0369 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  5 - February  5,  1993  - Part  II  of  II 

10 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.273.  Awards  are  made  under 
the  authorization  of  the  Public  Health  Service,  Sections  301  and  405,  and  administered  under  the  PHS  grants 
policies  and  Federal  Regulations  at  Title  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts 
74  and  92,  "Administration  of  Grants"  and  45  CFR  Part  46,  "Protection  of  Human  Subjects."  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
Sections  of  the  Code  of  Federal  Regulations  are  available  in  booklet  form  from  the  U.S.  Government  Printing 
Office. 

BASIC  AND  APPLIED  STUDIES  ON  ANTIPROGESTINS 
NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 
PA  NUMBER:  PA-93-48 

P.T.  34;  K.U.  0413002,  0760025,  0750020,  0710110 
National  Institute  of  Child  Health  and  Human  Development 
PURPOSE 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  invites  investigator- ini tiated  research 
grant  applications  to  conduct  basic  research  on  antiprogestins  and  to  explore  the  potential  clinical  utilization 
of  antiprogestins  in  the  treatment  of  a variety  of  reproductive  disorders  as  well  as  for  contraception. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement 
(PA),  Basic  and  Applied  Studies  on  Antiprogestins,  is  related  to  the  priority  areas  of  family  planning, 
prevention  of  teenage  pregnancies  and  unintended  pregnancies.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  for  research  grants  may  be  made  by  public  and  private,  for-profit  and  non-profit  organizations, 
such  as  universities,  colleges,  hospitals,  and  laboratories.  Women  and  minority  investigators,  in  particular, 
are  encouraged  to  apply.  Applicants  for  First  Independent  Research  Support  and  Transition  (FIRST)  Awards  (R29) 
must  meet  specific  eligibility  requirements.  In  addition,  foreign  applicants  are  not  eligible  for  the  FIRST 
Award. 

MECHANISM  OF  SUPPORT 

Mechanisms  available  for  the  support  of  this  program  are  the  traditional  research  project  grant  (R01),  and  the 
FIRST  Award  (R29). 

RESEARCH  OBJECTIVES 

Summary 

The  purpose  of  this  initiative  is  to  stimulate  research  that  will  attempt  to  further  characterize  and  define 
the  mechanism(s)  of  action  of  antiprogestins,  their  use  for  treatment  of  disorders  of  the  reproductive  system, 
and  their  utility  for  application  as  contraceptive  agents  or  in  facilitating  parturition.  It  is  recognized  that 
this  class  of  compounds  may  act  through  a variety  of  mechanisms,  some  of  which  may  not  involve  antagonism  of 
the  progesterone  receptor  system. 

Background 

Progesterone  plays  a crucial  role  in  female  reproduction.  Some  of  the  important  reproductive  events 
attributable  to  progesterone  influence  include:  (1)  regulation  of  cellular  function  via  control  of  synthesis 
of  specific  proteins,  (2)  ovulation  induction,  (3)  regulation  of  tubal  transport  of  fertilized  ova,  (4) 
transformation  of  the  endometrium  for  implantation,  and  (5)  maintenance  of  pregnancy.  Because  these 
reproductive  events  physiologically  involve  progesterone  mediated  regulatory  events,  antiprogestins  can  be 
utilized  to  antagonize  progesterone  actions  in  a manner  regulating  or  blocking  gonadal,  uterine  or  cervical 
functions  associated  with  the  menstrual,  conception,  and  parturition  processes.  These  effects  offer  promise 
for  molecular,  preclinical  and  clinical  applications  in  the  fields  of  veterinary  and  human  medicine. 

In  addition  to  interfering  with  the  effects  of  progesterone  on  normal  physiological  events,  antiprogestins  could 
be  utilized  therapeutically  when  the  presence  of  progesterone  is  contraindicated.  It  has  been  suggested,  but 
not  fully  documented,  that  antiprogestins  could  be  utilized  for  treatment  of  endometriosis,  breast  cancer, 
meningiomas  and  other  disorders.  Existing  evidence  indicates  that  certain  antiprogestins  can  inhibit 
estrogenic,  glucocorticoid  and  androgenic  actions.  These  activities  may  be  differential  among  various 
antiprogestins. 

The  molecular  basis  of  antiprogestin  action  is  not  fully  known.  Whether  antiprogestins  bind  solely  to 
progesterone  receptors  or  to  other  functionally  related  sites  is  not  clear.  Displacement  of  bound  progesterone 
from  its  receptor  sites  indicates  that  the  antiprogestin  enters  the  target  cells  and  interacts  with  specific 
progesterone-binding  sites  without  exhibiting  agonistic  activity. 
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Scope 


Some  examples  of  research  topics  that  would  be  considered  responsive  to  this  solicitation  include,  but  are  not 
limited  to,  the  following: 

o Clarification  of  the  intracellular  mode  of  progesterone  action. 

o Understanding  ovulatory  function  and  dysfunction.  Pituitary  gonadotropin  secretion  appears  to  be  modulated 
in  part  by  progesterone.  Antiprogestins  could  help  to  determine  the  effects  of  this  and  other  regulatory 
factors  in  normal  and  aberrant  gonadotropin  secretion  and  the  relationship  of  the  mechanism  to  some  forms  of 
ovulatory  dysfunction. 

o Studies  on  implantation.  Information  could  be  gained  to  further  the  understanding  of:  (a)  uterine 
receptivity  for  blastocyst  implantation,  (b)  decidualization  of  the  endometrium,  (c)  significance  of  the 
morphological  parameters  that  are  used  for  "dating"  of  endometrial  maturation  and  (d)  clarification  of 
mechanisms  by  which  progesterone  may  render  the  uterus  an  immunological ly  privileged  site. 

o Clarification  of  the  roles  of  progesterone  accumulating  neurons  in  reproductive  neuroendocrinological 
phenomena,  such  as  sexual  behavior,  ovulation,  and  feedback  mechanisms  in  the  hypothalamo-pi tui tary-gonadal 
axis. 

o Studies  on  gamete  maturation,  interaction,  fertilization  and  activation  of  development. 

o Effects  on  sperm.  There  is  preliminary  evidence  that  progesterone  is  involved  in  sperm  capacitation  and 
changes  in  sperm  motility  in  the  female  tract.  Whether  antiprogestins  could  affect  male  fertility  by  altering 
sperm  maturation  or  the  fertilizing  capacity  of  spermatozoa  is  not  known. 

o Studies  on  blocking  ovulation. 

o Post-coital  emergency  contraception  (morning-after  pill), 
o Mini-pill  or  sequential  contraceptive  pill  regimen, 
o Cervical  dilatation  and  induction  of  parturition. 

o Treatment  of  endometriosis.  Antiprogestins  may  have  a beneficial  effect  in  the  medical  treatment  of 
endometriosis  through  suppression  of  pi  tui  tary  gonadotropin  secretion  and  the  resulting  inhibi  t ion  of  foil  icular 
development  and  ovulation,  as  well  as  noncompetitive  antiestrogenic  actions  that  inhibit  endometrial 
proliferation. 

o Medical  treatment  of  uterine  fibroids, 
o Ovarian  hyperstimulation  syndrome  treatment. 

These  areas  of  interest  are  not  listed  by  priority  and  they  are  only  suggested  examples  of  areas  of  research 
that  could  be  undertaken  under  this  program  announcement.  Applicants  are  encouraged  to  propose  other  areas  that 
are  related  to  the  objectives  and  the  scope  described  above. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of 
the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of 
minorities  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy 
is  intended  to  apply  to  males  and  females  of  all  ages.  If  minorities  are  excluded  or  inadequately  represented 
in  clinical  research,  particularly  in  proposed  population -based  studies,  a clear  compelling  rationale  must  be 
provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  such  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate  for 
the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  (rev.  9/91)  in 
Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the 
full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including  American 
Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single 
minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the 
study  broadly,  and  this  should  be  addressed  by  applicants. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  5 - February  5,  1993  - Part  II  of  II 

12 


For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  N I H funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit.  The  receipt  dates  for  applications  for 
AIDS-related  research  are  found  in  the  PHS  398  (rev.  9/91)  instructions. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  HD  20892,  telephone  301/496-7441.  The  title  and  nunber  of  the  announcement  must  be  typed  in 
Section  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Applications  will  be  assigned  on  the  basis  of  established  Public  Health  Service  referral  guidelines. 
Applications  will  be  reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research 
Grants,  NIH,  in  accordance  with  the  standard  NIH  peer  review  procedures. 

Following  scientif ic-technical  review,  the  applications  will  receive  a second-level  review  by  an  appropriate 
national  advisory  council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be 
considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome.  The  NICHD  has  received  assurance  from  the  pharmaceutical  manufacturers  of 
mifepristone  and  onapristone  that  they  will  assist  in  this  research  effort  by  making  supplies  of  the 
antiprogestin  available  for  funded  projects.  Applicants  are  encouraged  to  contact  NICHD  staff,  who  will 
facilitate  access  and  referral  to  the  appropriate  industry  officials  to  discuss  the  proposed  research  and  the 
compounds  available. 

Direct  inquiries  regarding  programmatic  issues  regarding  contraceptive  development,  basic  and  reproductive 
disorder  research,  or  gestational  and  pregnancy  research,  respectively,  to: 

Nancy  J.  Alexander,  Ph.D. 

Contraceptive  Development  Branch 
Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8B13 
Bethesda,  MD  20892 
Telephone:  (301)  496-1661 

Michael  E.  McClure,  Ph.D. 

Reproductive  Sciences  Branch 
Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8B91A 
Bethesda,  MD  20892 
Telephone:  (301)  496-6515 
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Donald  McNellis,  H.D. 

Pregnancy  and  Perinatology  Branch 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

6100  Executive  Boulevard,  Room  4B03 

Bethesda,  MD  20892 

Telephone:  (301)  496-5575 

Direct  inquiries  regarding  fiscal  matters  to: 

Melinda  Nelson 

Grants  Management  Branch 

National  Institute  of  Child  Health  and  Hunan  Development 
6100  Executive  Boulevard,  Room  8A07 
Bethesda,  MD  20892 
Telephone:  (301)  496-5001 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.864,  Population  Research.  Awards 
are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  adninistered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

NEUROLOGICAL  ASPECTS  OF  LYME  DISEASE 

NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 

PA  NUMBER:  PA-93-49 

P.T.  34;  K.W.  0715125,  0715038,  0785055,  0755020,  0765033,  0710070 

National  Institute  of  Neurological  Disorders  and  Stroke 
National  Institute  of  Allergy  and  Infectious  Diseases 

PURPOSE 

The  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS)  and  the  National  Institute  of  Allergy  and 
Infectious  Diseases  (NIAID)  invite  research  grant  applications  seeking  support  of  a wide  spectrum  of  research 
directed  at  generating  improved  knowledge  concerning  Lyme  disease  of  the  nervous  system. 

Lyme  borreliosis  is  a multi-system  disease  caused  by  the  spirochete  Borrelia  burgdorferi.  It  may  affect  skin, 
joints,  heart,  eye,  and  the  nervous  system.  Reported  neurological  consequences  of  Lyme  borreliosis  may  range 
from  minor  to  serious.  The  infectious  vector  is  a tick  commonly  harbored  by  many  sylvatic  and  domestic  animals, 
but  the  principal  reservoirs  of  the  adult  infective  tick  are  deer  and  field  mice. 

Well  described  neurological  disorders,  meningoradiculitis  and  chronic  neuropathy  in  patients  with  acrodermatitis 
chronica  atrophicans,  and  an  array  of  central  and  peripheral  nervous  system  complications  of  Lyme  disease  have 
all  been  found  to  result  from  borrelia  infection.  Between  1982  and  1990  over  30,000  Lyme  borreliosis  cases  were 
reported  in  the  U.S. 

Reported  neurological  manifestations  of  the  disease  include  one  or  more  of  the  following:  meningitis,  cranial 
neuritis,  radiculoneuritis,  peripheral  neuropathy,  meningoencephalitis,  myelitis,  ataxia,  psychoses, 
encephalopathy,  cognitive  abnormalities,  pain,  fatigue,  and  sleep  disorder.  It  has  been  reported  that  up  to 
half  of  patients  with  late  Lyme  neuroborreliosis  (LNB)  may  exhibit  encephalopathy  evidenced  by  impairment  of 
memory  and  intellect.  Encephalopathy  is  probably  caused  by  subacute  infection  of  the  central  nervous  system. 
Some  patients  may  display  small  white  matter  lesions  visualized  by  magnetic  resonance  imaging. 

Cerebrospinal  fluid  abnormalities  may  include  lymphocytic  pleocytosis,  intrathecal  IgA,  IgG,  and  IgM  synthesis, 
anti-myelin  basic  protein  antibodies,  oligoclonal  bands,  and  increased  total  protein.  CSF  anti  -B.  burgdorferi 
specific  antibody  is  helpful  in  diagnosing  the  disease  but  may  only  be  indicative  of  exposure,  not  necessarily 
of  active  disease.  Peripheral  blood  may  have  B.  burgdorferi  specific  antibody  and  reactive  T cells.  None  of 
the  laboratory  diagnostic  tests  is  totally  reliable  because  of  false  negative  and  positive  readings. 

The  cause  of  damage  to  the  nervous  system  is  unknown.  It  may  be  due  to  direct  damage  from  spirochetes,  tissue 
inflammation,  or  immune  response,  separately  or  in  combination.  Diagnosis  of  Lyme  neuroborreliosis  is  a major 
challenge  because  neurological  signs  and  symptoms  may  imitate  those  of  multiple  sclerosis,  peripheral 
neuropathy,  Gui l lain-Barre  syndrome,  neurosyphilis,  and  many  other  diseases  of  the  nervous  system. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Neurological  Aspects 
of  Lyme  Disease,  is  related  to  the  priority  area  of  infectious  diseases.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report: 
Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202-783-3238). 
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ELIGIBILITY  REQUIREMENTS 


Applications  may  be  submitted  by  foreign  and  domestic  institutions,  for-profit  and  non-profit  organizations, 
public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local 
goverrments,  and  eligible  agencies  of  the  Federal  government.  Applications  from  minority  institutions,  minority 
individuals,  and  women  are  particularly  encouraged.  Foreign  institutions  are  not  eligible  for  FIRST  Independent 
Research  Support  and  Transition  Awards  (R29)  or  Research  Program  Projects  (P01). 

MECHANISM  OF  SUPPORT 

Research  support  may  be  requested  through  application  for  an  individual  investigator-initiated  research  project 
grant  (R01).  Applications  from  new  investigators  who  have  not  received  previous  PHS  research  grant  support  may 
apply  for  a First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29).  FIRST  award  applications 
must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of  the  original  application. 
FIRST  award  applications  submitted  without  the  required  number  of  reference  letters  will  be  considered 
incomplete  and  will  be  returned  without  review.  To  apply  for  the  support  of  a more  broadly  based 
multidisciplinary  research  program,  the  Research  Program  Project  (POD  mechanism  is  suggested.  NINDS  also 
provides  support  for  the  career  development  of  clinical  investigators  (K08)  and  support  for  clinical 
investigators  through  individual  fellowships  (F32)  and  institutional  national  research  service  awards  (T32). 

RESEARCH  OBJECTIVES 

Neurological  involvement  is  a frequent  clinical  manifestation  of  Lyme  disease.  In  addition,  it  has  been 
suggested  that  the  CNS  may  serve  as  a reservoir  for  persistent  infection.  Central  issues  about  neurological 
aspects  of  Lyme  disease  are  unresolved,  including  the  definition  of  the  neurological  disease  in  adults  and 
children  in  the  U.S.,  the  appropriate  criteria  to  use  for  diagnosis,  and  the  optimal  choice  and  duration  of 
therapy.  The  pathogenetic  mechanisms  which  produce  central  and  peripheral  nervous  system  syndromes  are  unknown; 
in  particular,  the  etiology  of  persistent  post- infectious  symptoms  and  their  optimal  management  is  unclear. 

Examples  of  research  goals,  many  of  which  could  be  studied  in  humans  as  well  as  animal  models  and  tissue 
cultures  and  are  appropriate  for  pursuing  an  application  in  response  to  this  PA,  include,  but  are  not  limited 
to: 

o The  epidemiology  of  the  neurological  aspects  of  Lyme  disease,  especially  in  endemic  areas.  Identification 
of  neurological  syndromes  in  children  and  adults  that  can  be  reliably  attributed  to  this  disorder,  including 
both  primary  and  post -infectious  syndromes. 

o Studies  of  diagnostic  laboratory  abnormalities  which  correlate  with  the  various  syndromes,  including 
cerebrospinal  fluid,  serum,  neurophysiological,  and  neuroimaging  testing. 

o Studies  of  mechanisms  of  pathogenesis  in  development  of  encephalopathy,  encephalomyelitis,  and  neuropathies. 

o Characterization  of  the  severity  and  frequency  of  cognitive  impairments  in  LNB,  and  studies  of  correlated 
laboratory  parameters,  and  their  response  to  therapy. 

o Studies  of  immune -mediated  and  other  pathogenic  mechanisms  role  in  injury  to  the  nervous  system.  This  may 
involve  spirochete  interactions  with  the  immune  system,  and  definition  of  immune  and  inflammatory  abnormalities, 
including  studies  of  auto- anti  bodies,  cytokines,  cellular  immune  responses,  and  immune  complexes. 

o Development  of  effective  treatment  regimen(s).  Optimization  of  antibiotics,  drug  dosage,  and  treatment 
duration.  Development  of  therapeutic  approaches  for  patients  who  have  persistent  neurological  symptoms.  This 
could  be  accomplished  by  controlled  clinical  trials. 

o Studies  of  the  molecular  basis  for  B.  burgdorferi  neurotropism  and  the  role  of  strain  differences  in 
pathogenesis. 

o Development  of  reliable  animal  models  for  studies  of  the  nervous  system  infection  and  studies  of  viral 
latency  neuropathogenicity. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  UOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders,  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  populat ion-based  studies, 
a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398 
in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However, 
NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation 
of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including 
American  Indians  or  Alaska  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies 
on  single  minority  population  groups  should  be  provided. 
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For  the  purpose  of  this  policy,  clinical  research  includes  hunan  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or 
conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  N I H policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  for  any 

of  the  three  application  receipt  dates:  February  1,  June  1,  and  October  1.  NINDS  Application  Guidelines  (rev. 

4/92)  for  Program  Project  (P01)  and  Center  (P50)  grants  are  available  upon  request  from  the  Program 
Administrator  identified  below. 

Application  kits  are  available  at  most  business  and  grants  and  contracts  offices  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  (301)  496-7441. 

On  the  face  page,  item  2a,  of  the  application,  the  word  "yes"  must  be  checked  and  the  title  and  number  of  the 
announcement  typed  in  the  space  provided:  "Neurological  Aspects  of  Lyme  Disease"  PA-93-49. 

The  original  and  five  copies  of  the  application  must  be  sent  or  delivered  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

The  Division  of  Research  Grants,  NIH,  serves  as  central  point  for  receipt  of  applications. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 
If  so,  a letter  of  collaboration  from  the  GCRC  Program  Director  or  Principal  Investigator  should  be  included 
with  the  application. 

REVIEW  CONSIDERATIONS 

Applications  received  under  this  PA  will  be  assigned  to  the  Initial  Review  Group  ( IRG)  in  accordance  with 
established  PHS  referral  guidelines.  The  IRGs,  which  are  composed  primarily  of  non-federal  scientific  and 
technical  experts,  will  review  the  applications  for  scientific  and  technical  merit.  Following  IRG  review,  the 
applications  will  receive  a second- level  review  by  one  or  more  appropriate  Advisory  Councils. 

AWARD  CRITERIA 

The  standard  review  criteria  will  be  used  to  assess  the  scientific  merit  of  applications. 

Applications  will  compete  for  available  funds  with  all  other  applications.  The  following  will  be  considered 
when  making  funding  decisions  quality  of  the  proposed  projects  as  determined  by  peer  review;  availability  of 
funds;  and  program  balance  among  research  areas. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome.  Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  A.  P.  Kerza-Kwiatecki 

Division  of  Demyelinating,  Atrophic,  and  Dementing  Disorders 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  804 

Bethesda,  MD  20892 

Telephone:  (301)  496-1431 

FAX:  (301)  402-2060 
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Or.  Robert  L.  Quackenbush 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A04 

Bethesda,  MD  20892 

Telephone:  (301)  496-7728 

FAX:  (301)  402-2508 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Laura  Williams 

Grants  Management  Branch,  Division  of  Extramural  Activities 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  1004 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-9231 

FAX:  (301)  402-0219 

Mr.  Todd  Ball 

Grants  Management  Section 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B35 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.853  and  93.854  and  93.856  - 
Microbiology  and  Infectious  Disease  Research.  Awards  are  made  under  authorization  of  the  Public  Health  Service 
Act,  Title  IV,  Part  A (Public  Law  78-410,  Public  Law  97-219,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285),  Public  Law  99-500;  and  Report  99-711  to  accompany  HR  5233  and  administered  under  PHS  grants  policies  and 
Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

RESEARCH  GRANTS  RELATED  TO  THE  SURGICAL  MANAGEMENT  OF  EPILEPSY 

NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 

PA  NUMBER:  TPA-93-50 

P.T.  34;  K.W.  0715060,  0785210,  0785035 

National  Institute  of  Neurological  Disorders  and  Stroke 

PURPOSE 

The  Division  of  Convulsive,  Developmental,  and  Neuromuscular  Disorders;  National  Institute  of  Neurological 
Disorders  and  Stroke  (NINDS)  is  revising  and  reissuing  an  existing  NINDS  program  announcement  published  January 
8,  1988  to  notify  the  scientific  community  of  continuing  NINDS  interest  in  research  addressing  the  surgical 
management  of  epilepsies. 

Background 

Intractable  epilepsy  remains  a significant  health  problem  despite  the  availability  of  several  efficacious 
antiepileptic  medications  and  of  blood  level  monitoring  to  increase  therapeutic  effectiveness.  Partial 
epilepsy  affects  about  0.5  percent  of  the  American  population  (about  800,000  persons).  An  estimated  350,000 
patients  in  the  United  States  with  partial  seizures  are  intractable  to  medical  therapy.  Over  100,000  of  these 
patients  in  the  United  States  are  currently  considered  candidates  for  management  by  surgical  therapy.  Complex 
partial  seizures  may  arise  from  any  portion  of  the  brain  (occipital,  frontal,  or  temporal  lobes).  In  reported 
series,  60  to  90  percent  excellent  control  of  seizures  have  resulted  from  careful  selection  of  patients  for 
resection  of  a temporal  lobe  epileptic  focus.  Frontal  lobe  resections  have  a lesser  success  rate.  Failures 
are  attributed  to  inadequate  focus  localization  (focus  beyond  the  extent  of  resection  or  the  presence  of  other 
unappreciated  foci).  Surgery  is  considered  for  patients  if  seizures  persist  after  an  adequate  trial  of  the 
correct  antiepi leptic  drugs  for  the  patients'  seizure  type  have  been  administered  at  an  adequate  dosage 
producing  adequate  blood  levels. 

Extensive  presurgical  investigations  are  required  to  localize  the  seizure  focus.  Intensive  monitoring  of  the 
EEG  and  videotaping  of  many  of  the  patient's  typical  seizures  usually  provides  the  first  evidence  of  a potential 
surgical  candidate.  Other  clinical  and  experimental  studies  are  employed  to  define  underlying  structural 
abnormalities  (angiography,  computerized  tomography,  magnetic  resonance  imaging),  altered  metabolism  (positron 
emission  tomography),  or  impaired  function  (evoked  potentials,  neuropsychological  evaluation). 

An  international  conference  for  epilepsy  surgery  was  held  in  February  1986.  The  conference  highlighted  the 
unique  opportunity  that  exists  for  collaboration  between  basic  and  clinical  neuroscientists  to  characterize  the 
biochemistry,  microanatomy,  physiology  and  pharmacology  of  specific  human  brain  regions  by  studying  tissue 
samples  resected  at  surgery.  The  need  for  prospective  surgical  therapy  studies  with  well-defined  entrance 
criteria  and  rigorously  standardized  outcome  measures  was  also  emphasized.  This  conference  resulted  in  two 
publications. 
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In  March  1990,  a National  Institutes  of  Health  Consensus  Conference  addressed  the  issue  of  Surgery  for  Epilepsy. 
The  Consensus  Panel  made  six  recommendations  for  directions  for  future  research.  (1)  Surgery  is  beneficial  for 
selected  patients,  but  the  optimal  timing  of  surgery  is  not  known.  Patients  considered  for  temporal  lobe 
resection  tend  to  have  had  uncontrolled  (intractable)  epilepsy  for  10  to  20  years.  (2)  Investigators  differ 
in  the  selection  of  tests  for  preoperative  evaluation.  Studies  are  needed  to  assess  the  value  of  ictal  EEG 
surface  recordings,  invasive  intracranial  electrode  recording,  PET  or  SPECT.  This  would  require 
standardization  of  definitions,  data  collection,  and  central  analysis  of  the  data.  (3)  An  outcome  assessment 
method  that  combines  validated  measures  already  used  to  assess  general  health  status  and  function  in  a 
population  of  patients  with  other  chronic  conditions,  with  special  items  that  are  sensitive  to  the  unique 
characteristics  of  people  with  epilepsy  and  those  close  to  them  is  needed.  (4)  Psychiatric  and  behavioral 
functions  should  be  systematically  assessed  before  surgery  and  during  followup  to  determine  whether  there  are 
specific  contraindications  to  any  particular  surgical  procedure  and  whether  these  procedures  subsequently  affect 
behavior.  (5)  In  temporal  lobe  surgery  for  partial  seizures,  standard  and  "tailored"  resections  are  used  by 
different  groups  but  the  results  are  apparently  similar.  The  circumstances  in  which  each  technique  is  maximally 
effective  should  be  clarified  by  standardized  data  collection  including  documentation  of  extent  of  surgical 
resection  and  multivariate  analysis  so  that  an  appropriate  trial  may  ultimately  be  planned,  if  needed.  (6) 
Because  epilepsy  surgery  now  may  be  used  more  often  in  children  than  in  the  past,  studies  to  determine  the 
effects  of  uncontrolled  seizures  and  antiepileptic  drug  therapy  on  the  developing  brain  are  needed. 

In  February  of  1992  a second  international  conference  on  epilepsy  surgery  was  convened.  The  conference 
highlighted  new  areas  of  potential  clinical  research  including  identification  of  operable  syndromes,  timing  of 
surgical  intervention,  comparison  of  medical  versus  surgical  therapy,  outcome  evaluation  and  cost  effectiveness. 
The  1992  conference  again  highlighted  the  unique  opportunity  for  collaboration  between  basic  and  clinical 
neuroscientists.  Particular  opportunities  would  seem  to  exist  in  the  basic  science  disciplines  of 
electrophysiology,  anatomy,  immunohistochemistry, biochemistry,  pharmacology  and  molecular  biology. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priorities.  This  program  announcement, 
Research  Grants  Related  to  the  Surgical  Management  of  Epilepsy,  is  related  to  the  priority  areas  of  the 
epilepsies.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  No.  017-001-00474-0, 
or  Summary  Report:  Stock  No.  017-001-00473-0)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic  institutions,  for-profit  and  non-profit  organizations, 
public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Foreign  institutions  are  eligible  to  apply  for 
research  project  grants  (R01)  only.  Foreign  institutions  are  not  eligible  for  First  Independent  Research 
Support  and  T r ansi t ion  Awards  (R29).  Applications  from  minority  institutions,  minority  individuals,  and  women 
are  encouraged. 

MECHANISM  OF  SUPPORT 

The  support  mechanisms  for  grants  in  this  area  will  be  the  traditional  investigator-initiated  research  project 
grant  (R01),  the  First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29),  the  program  project 
grant  (P01),  and  the  center  grant  (P50).  As  consistent  with  the  aforementioned  mechanisms,  the  Principal 
Investigator  or  program  director,  as  well  as  any  participating  investigators,  will  plan,  direct,  and  perform 
the  research.  Applicants  for  program  project  and  center  grants  should  contact  the  NINDS  representative  listed 
below  as  early  as  possible  in  the  planning  stages. 

RESEARCH  GOALS  AND  SCOPE 

The  goal  of  this  research  activity  is  to  explore  the  use  of  various  modalities  of  surgery  for  the  treatment  of 
different  seizure  types.  The  research  scope  of  this  program  encompasses  both  animal  and  human  studies, 
utilizing  a variety  of  experimental  approaches  and  methods. 

Clinical  investigators  are  encouraged  to  (a)  define  specific  criteria  or  clinical  syndromes  for  selecting  the 
use  of  the  various  surgical  procedures,  (b)  determine  the  optimal  means  of  evaluating  surgical  candidates  to 
localize  the  seizure  focus,  (c)  define  the  long-term  improvement  and/or  adverse  effects  by  appropriately 
designed,  standardized,  and  validated  fol low-up  measures,  and  (d)  establish  age-related  indications  for  surgery 
in  the  pediatric  age  group  to  assure  appropriate  neuro-developmental  timing  of  the  procedure  for  different  types 
of  epilepsy,  and  also  establish  age-appropriate  pre-surgical  evaluation,  surgical  procedures,  and  post-surgical 
follow-up.  Collaborative  clinical  investigations  to  achieve  an  adequate  and  appropriate  study  population  are 
encouraged. 

Basic  science  investigators  are  encouraged  to  utilize  the  human  model  to  explore  all  aspects  of  epilepsy 
particularly  in  the  areas  of  developmental  neurobiology,  neural  science,  cellular  pathology  and 
neuropharmacology.  Examples  of  potential  research  areas  include,  but  are  not  limited  to  pathogenesis  of  mesial 
temporal  sclerosis;  relative  roles  of  decreased  inhibition  versus  increased  excitation  in  seizure  generation, 
likely  mechanisms  of  hypersynchrony  and;  localization  of  normal  human  cerebral  function. 

STUDY  POPULATIONS 

POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  wi l l be  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
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inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders,  and  conditions  that  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population- based  studies, 
a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial  or  ethnic 
group.  In  addition,  gender  and  racial  or  ethnic  issues  should  be  addressed  in  developing  a research  design  and 
sample  size  appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the 
form  PHS  398  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are 
urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups; 
however,  the  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  Unites  States  racial  or  ethnic  minority  populations:  Native  Americans 
(including  American  Indians  or  Alaska  Natives),  Asian  or  Pacific  Islanders,  Blacks,  and  Hispanics).  The 
rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  hunan  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  prevention  strategies),  diagnosis,  or  treatment  of  diseases,  disorders,  or 
conditions,  including,  but  not  limited  to,  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  hunan  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded;  however,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial  or  ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly.  This  directive  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully.  Since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  population,  including  minorities. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  and  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  the  NIH  are  required  to  address  these  policies.  If  the 
required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided.  NIH  funding  components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with 
these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  according  to  the  instructions 
included  in  the  application  package.  These  application  packages  are  available  at  the  business  offices  of  most 
institutions  eligible  to  receive  Federal  grants  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301-496-7441. 

Applicants  for  program  project  grants  should  request,  from  the  program  contact  listed  under  INQUIRIES,  a copy 
of  the  NINDS  Guidelines:  Program  Project  and  Research  Center  Grants  (rev.  6/92).  Receipt  dates  for  new 
research  project  grant  (R01)  applications  and  FIRST  awards  (R29)  and  for  program  project  (P01)  and  center  grant 
(P50)  applications  are  February  1,  June  1,  and  October  1. 

FIRST  award  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of 
the  original  application.  FIRST  award  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

On  page  1 of  form  PHS  398,  check  "yes"  in  Item  2a,  enter  the  number  of  this  Program  Announcement  in  the  space 
provided,  and  provide  the  name  of  this  Program  Announcement  (Surgical  Management  of  the  Epilepsy)  in  the  blank 
space  labeled  "Title." 

Use  the  mailing  label  provided  in  the  application  package  to  mail  the  signed  original  and  five  exact  copies  of 
it  to  the  Division  of  Research  Grants.  If  the  application  is  for  a program  project  or  center  grant,  please  send 
the  original  and  three  copies  to  the  Division  of  Research  Grants.  An  additional  two  copies  of  the  program 
project  or  center  grant  application  sent  to  the  address  below  would  be  useful  for  expediting  the  processing  of 
these  applications  for  multidisciplinary  efforts. 

REVIEW  CONSIDERATIONS 

Research  project  grant  (R01)  applications  and  FIRST  award  (R29)  applications  will  be  reviewed  for  scientific 
and  technical  merit  by  an  appropriate  study  section  in  the  Division  of  Research  Grants.  Program  project  grant 
(P01)  and  center  grant  (P50)  applications  will  be  reviewed  according  to  the  practice  of  the  Institute  to  which 
the  application  is  assigned.  The  second  level  of  review  will  be  by  the  appropriate  national  advisory  council. 

AWARD  CRITERIA 

The  standard  review  criteria  will  be  used  to  assess  the  scientific  merit  of  applications.  Applications  will 
compete  for  available  funds  with  all  other  applications.  The  following  will  be  considered  when  making  funding 
dec i s i ons : 

o quality  of  the  proposed  projects  as  determined  by  peer  review, 
o availability  of  funds,  and 
o program  balance  among  research  areas. 
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INQUIRIES 


Questions  concerning  scientific  aspects  may  be  addressed  to: 

Charlotte  B.  McCutchen,  M.D. 

Division  of  Convulsive,  Developmental,  and  Neuromuscular  Disorders 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  114 

Bethesda,  MD  20892 

Telephone:  (301)  496-1917 

FAX:  (301)  496-9916 

Questions  concerning  fiscal  aspects  may  be  addressed  to: 

Patricia  Driscoll 
Grants  Management  Branch 

National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  1004 
Bethesda,  MD  20892 
Telephone:  (301)  496-9231 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalogue  of  Federal  Domestic  Assistance,  Number  93.853,  Clinical  Research 
Related  to  Neurological  Disorders,  and  93.854,  Biological  Basis  Research  in  the  Neurosciences.  Grants  will  be 
awarded  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV,  Section  301  (Public  Law  78-410,  as 
amended:  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45 
CFR  74.  This  program  is  not  subject  to  Health  Services  Agency  Review  of  the  intergovernmental  review 
requirements  of  Executive  Order  12372. 

RESEARCH  GRANTS  RELATED  TO  NARCOLEPSY 

NIH  GUIDE.  Volume  22,  Number  5,  February  5,  1993 

PA  NUMBER:  PA-93-51 

P.T.  34;  K.W.  0715187,  0755030 

National  Institute  of  Neurological  Disorders  and  Stroke 
National  Institute  of  Mental  Health 

PURPOSE 

The  Division  of  Convulsive,  Developmental,  and  Neuromuscular  Disorders;  National  Institute  of  Neurological 
Disorders  and  Stroke  (NINDS)  and  the  National  Institute  of  Mental  Health  (NIMH)  are  revising  and  reissuing  a 
NINDS  program  announcement  on  narcolepsy  published  in  the  NIH  Guide  to  Grants  and  Contracts,  Vol.  19,  No.  15, 
April  13,  1990,  to  notify  the  scientific  community  of  continuing  NINDS/NIMH  interest  in  the  submission  of 
research  project  grant  applications  related  to  narcolepsy. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priorities.  This  program  announcement  is 
related  to  the  priority  area  of  narcolepsy.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(Full  Report:  No.  017-001 -00474-0,  or  Summary  Report:  Stock  No.  017-001-00473-0)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic  institutions,  for-profit  and  non-profit  organizations, 
public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Foreign  institutions  are  eligible  for  research 
project  grants  (R01)  only.  Applications  from  minority  institutions,  minority  individuals,  and  women  are 
encouraged. 

MECHANISM  OF  SUPPORT 

The  support  mechanisms  for  grants  in  this  area  will  be  the  investigator- ini tiated  research  project  grant  (R01), 
the  First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29),  the  program  project  grant  (POD,  and 
the  center  grant  (P50).  As  consistent  with  the  aforementioned  mechanisms,  the  Principal  Investigator  or  program 
director,  as  well  as  any  participating  investigators,  will  plan,  direct,  and  perform  the  research.  Applicants 
for  program  project  grants  should  contact  the  NINDS  representative  listed  below  as  early  as  possible  in  the 
planning  stages. 

RESEARCH  OBJECTIVES 

Background 

Narcolepsy  is  a neurological  condition  characterized  by  irresistible  episodes  of  sleep.  The  classic  symptoms 
of  narcolepsy  are:  (1)  sleep  attacks  - sudden  urges  to  sleep;  (2)  cataplexy  - sudden  generalized  or  partial 
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flaccid  paralysis;  (3)  hypnagogic  hallucinations  - sleep  onset  hallucinations;  and  (4)  sleep  paralysis  - 
generalized  paralysis  before  or  at  the  time  of  falling  asleep  or  on  awakening. 

Narcolepsy  has  its  typical  onset  in  adolescence  and  young  adulthood.  There  is  an  average  15-year  delay  between 
onset  and  correct  diagnosis,  that  may  contribute  substantially  to  the  disabling  features  of  the  disorder. 
Cognitive,  educational,  occupational,  and  psychosocial  problems  associated  with  the  excessive  daytime  sleepiness 
of  narcolepsy  have  been  documented.  For  these  to  occur  in  the  crucial  teen  years  when  education,  development 
of  self-image,  and  development  of  occupational  choice  are  taking  place  is  especially  damaging.  While  cognitive 
impairment  does  occur,  it  may  only  be  a reflection  of  the  excessive  daytime  somnolence.  The  prevalence  of 
narcolepsy  in  the  United  States  has  been  estimated  to  be  as  high  as  one  per  1,000.  It  is  a major  reason  for 
patient  visits  to  sleep  disorder  centers,  and  with  its  onset  in  adolescence,  it  is  also  a major  cause  of 
learning  difficulty  and  absenteeism  from  school.  Normal  teenagers  often  already  experience  excessive  daytime 
sleepiness  because  of  a maturational  increase  in  physiological  sleep  tendency  accentuated  by  multiple 
educational  and  social  pressures;  this  may  be  disabling  with  the  addition  of  narcolepsy  symptoms  in  susceptible 
teenagers.  In  clinical  practice,  the  differentiation  between  narcolepsy  and  other  conditions  characterized  by 
excessive  somnolence  may  be  difficult.  Treatment  options  are  currently  limited.  There  is  a paucity  in  the 
literature  of  controlled  double-blind  studies  of  possible  effective  drugs  or  other  forms  of  therapy.  Mechanisms 
of  action  of  some  of  the  few  available  therapeutic  agents  have  been  explored  but  detailed  studies  of  mechanisms 
of  action  are  needed  before  new  classes  of  therapeutic  agents  can  be  developed. 

The  neural  control  of  normal  sleep  states  and  the  relationship  to  narcolepsy  are  only  partially  understood.  In 
humans,  narcoleptic  sleep  is  characterized  by  a tendency  to  go  abruptly  from  a waking  state  to  rapid  eye 
movement  (REM)  sleep  with  little  or  no  intervening  non-REM  sleep.  The  changes  in  the  motor  and  proprioceptive 
systems  during  REM  sleep  have  been  studied  in  both  human  and  animal  models.  During  normal  REM  sleep,  spinal 
and  brainstem  alpha  motor  neuron  hypopolarization  produces  almost  complete  atonia  of  skeletal  muscles  via  an 
inhibitory  descending  reticulospinal  pathway.  Acetylcholine  may  be  one  of  the  neurotransmitters  involved  in 
this  pathway.  In  narcolepsy,  the  reflex  inhibition  of  the  motor  system  seen  in  cataplexy  is  believed  identical 
to  that  seen  in  normal  REM  sleep. 

Despite  the  experimental  evidence  in  human  narcolepsy  that  there  may  be  an  inherited  basis  for  at  least  some 
forms  of  narcolepsy,  the  mode  of  inheritance  remains  unknown. 

Research  Goals  and  Scope 

The  goal  of  this  announcement  is  to  stimulate  research  in  both  basic  and  clinical  aspects  of  narcolepsy.  The 
scope  of  this  program  encompasses  both  animal  and  human  studies,  that  would  utilize  a variety  of  experimental 
approaches  and  methods.  If  experimental  studies  on  human  subjects  are  proposed,  the  protocols  should  contain 
recruitment  procedures  to  encourage  the  participation  of  women  and  minorities. 

Examples  of  areas  of  potential  research  include  studies  on  the  pathophysiology  of  narcolepsy;  abnormalities  of 
circadian  rhythms,  particularly  anatomical  and  biochemical  substrates;  the  molecular  genetics  of  narcolepsy; 
and  the  development  of  new  therapies.  New,  more  sensitive,  and  specific  objective  diagnostic  procedures  need 
to  be  developed  and  validated. 

While  studies  in  the  naturally  occurring  narcoleptic  dog  model  suggest  an  autosomal  recessive  mode  of 
transmission  in  that  model,  genetic  analysis  of  cohorts  of  narcoleptic  patients  and  identification  of 
informative  families  are  needed  to  define  the  mode  of  inheritance  and  to  facilitate  the  search  for  gene  markers. 

STUDY  POPULATIONS 

POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders,  and  conditions  that  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial  or  ethnic 
group.  In  addition,  gender  and  racial  or  ethnic  issues  should  be  addressed  in  developing  a research  design  and 
sample  size  appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the 
form  PHS  398  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are 
urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups; 
however,  the  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  Unites  States  racial  or  ethnic  minority  populations:  Native  Americans 
(including  American  Indians  or  Alaska  Natives),  Asian  or  Pacific  Islanders,  Blacks,  and  Hispanics).  The 
rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  prevention  strategies),  diagnosis,  or  treatment  of  diseases,  disorders,  or 
conditions,  including,  but  not  limited  to,  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded;  however,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial  or  ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly.  This  directive  should  be  addressed  by  applicants. 
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For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully.  Since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  population,  including  minorities. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  the  NIH  are  required  to  address  these  policies.  If  the 
required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided.  NIH  funding  components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with 
these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  according  to  the  instructions 
included  in  the  application  package.  These  application  packages  are  available  at  the  institutional  office  of 
sponsored  research  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes 
of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/496-7441. 

Applicants  for  program  project  grants  (P01)  should  request,  from  the  address  below,  a copy  of  the  NINDS 
Guidelines:  Program  Project  and  Research  Center  Grants  (rev.  6/92).  Receipt  dates  for  new  research  project 
grant  (R01)  applications  and  FIRST  (R29)  awards  and  for  program  project  (P01)  and  center  grant  (P50) 
applications  are  February  1,  June  1,  and  October  1. 

FIRST  award  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of 
the  original  application.  FIRST  award  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

On  page  1 of  form  PHS  398,  check  "yes"  in  Item  2a,  enter  the  number  of  this  Program  Announcement  in  the  space 
provided,  and  the  name  of  this  Program  Announcement  (Narcolepsy)  in  the  blank  space  labeled  "Title." 

Use  the  mailing  label  provided  in  the  application  package  to  mail  the  signed  original  and  five  exact  copies  of 
it  to  the  Division  of  Research  Grants. 

REVIEW  CONSIDERATIONS 

Research  project  grant  (R01)  applications  and  FIRST  award  (R29)  applications  will  be  reviewed  for  scientific 
and  technical  merit  by  an  appropriate  study  section  in  the  Division  of  Research  Grants.  Program  project  grant 
(P01)  and  center  grant  (P50)  applications  will  be  reviewed  according  to  the  practice  of  the  Institute  to  which 
the  application  is  assigned.  The  second  level  of  review  will  be  by  the  appropriate  national  advisory  council. 

AWARD  CRITERIA 

The  standard  review  criteria  will  be  used  to  assess  the  scientific  merit  of  applications.  Applications  will 
compete  for  available  funds  with  all  other  applications.  The  following  will  be  considered  when  making  funding 
decisions  quality  of  the  proposed  projects  as  determined  by  peer  review,  availability  of  funds,  and  program 
balance  among  research  areas. 

INQUIRIES 

Questions  concerning  neurological/neuroscientific  aspects  of  this  Program  Announcement  may  be  addressed  to: 
Charlotte  B.  McCutchen,  M.D. 

Division  of  Convulsive,  Developmental,  and  Neuromuscular  Disorders 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  114 

Bethesda,  HD  20892 

Telephone:  (301)  496-6701 

FAX:  (301)  402-0302 

Questions  concerning  psychiatric  aspects  of  the  Program  Announcement  may  be  addressed  to: 

Susan  Blumenthal,  M.D. 

Basic  Prevention  and  Behavioral  Medical  Research  Branch 

National  Institute  of  Mental  Health 

Parklawn  Building,  Room  11C06 

Rockville,  MD  20857 

Telephone:  (301)  443-4337 

FAX:  (301)  443-4822 

Questions  concerning  fiscal  aspects  of  this  Program  Announcement  may  be  addressed  to: 

Patricia  Driscoll 
Grants  Management  Branch 

National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  1004 
Bethesda,  MD  20892 
Telephone:  (301)  496-9231 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalogue  of  Federal  Domestic  Assistance,  Number  93.853,  Clinical  Research 
Related  to  Neurological  Disorders,  and  93.854,  Biological  Basis  Research  in  the  Neurosciences.  Grants  will  be 
awarded  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV,  Section  301  (Public  Law  78-410,  as 
amended:  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45 
CFR  74.  This  program  is  not  subject  to  Health  Services  Agency  Review  of  the  intergovernmental  review 
requirements  of  Executive  Order  12372. 


“THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 


TELEPHONE  MUHBER  CHANGES  FOR  NIGMS  STAFF 

NIH  GUIDE.  Volume  22,  Number  6,  February  12,  1993 

National  Institute  of  General  Medical  Sciences 

On  March  26,  1993,  NIH  will  switch  to  a new  telephone  system  that  will  change  all  telephone  numbers  in  the 
Westwood  Building.  Listed  below  are  the  new  numbers  for  key  offices  in  the  National  Institute  of  General 
Medical  Sciences  (NIGMS).  For  the  telephone  numbers  of  NIGMS  staff  not  included  on  this  list,  call  the  old 
number  (a  recording  will  give  the  new  number  for  approximately  6 months)  or  the  NIGMS  Office  of  Research  Reports 
at  (301)  496-7301. 

Director,  Ruth  L.  Kirschstein,  M.D.  --  (301)  594-7817 
Deputy  Director,  Marvin  Cassman,  Ph.D.  --  (301)  594-7735 
Executive  Officer,  Martha  Pine  --  (301)  594-7811 
Personnel  Officer,  Howard  Chernoff  --  (301)  594-7767 

Associate  Director  for  Program  Activities,  W.  Sue  Shafer,  Ph.D.  --  (301)  594-7751 
Assistant  Director  for  Referral  and  Liaison,  Anthony  Rene,  Ph.D.  --  (301)  594-7706 
Assistant  Director  for  Research  Training,  John  Norvell,  Ph.D.  --  (301)  594-7784 
Grants  Management  Officer,  Carol  Tippery  --  (301)  594-7813 
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Director,  Biophysics  and  Physiological  Sciences  Program,  James  Cassatt,  Ph.D.  --  (301)  594-7800 
Director,  Cellular  and  Molecular  Basis  of  Disease  Program,  Charles  Miller,  Ph.D.  --  (301)  594-7748 
Director,  Genetics  Program,  Judith  Greenberg,  Ph.D.  --  (301)  594-7773 
Director,  Minority  Access  to  Careers  Program,  Elward  Bynum  --  (301)  594-7823 

Director,  Minority  Biomedical  Research  Support  Program,  Ciriaco  Gonzales,  Ph.D.  --  (301)  594-7949 
Director,  Pharmacological  Sciences  Program,  Christine  Carrico,  Ph.D.  --  (301)  594-7808 
Chief,  Office  of  Review  Activities,  Helen  Sunshine,  Ph.D.  --  (301)  594-7803 


NATIONAL  HUMAN  SUBJECTS  PROTECTION  WORKSHOPS 

NIH  GUIDE.  Volune  22,  Number  6,  February  12,  1993 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  continuing  to  sponsor 
a series  of  workshops  on  responsibilities  of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest 
in  research  involving  human  subjects.  The  meetings  should  be  of  special  interest  to  those  persons  currently 
serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these  workshops  are  relevant  to 
all  other  Public  Health  Service  agencies.  The  current  schedule  includes  the  following: 

SOUTHWESTERN  WORKSHOP 

DATES:  February  12  and  13,  1993 

LOCATION 

Sheraton  Tempe  Mission  Palms  Hotel 
60  East  5th  Street 
Tempe,  AZ  85281 
Telephone:  (602)  894-1400 

SPONSORS 

Arizona  State  University,  Tempe,  AZ 
Northern  Arizona  University,  Flagstaff,  AZ 

REGISTRATION 

Ms.  Carol  Jablonski,  IRB  Coordinator 

Office  of  the  Assistant  Vice  President  for  Research 

Arizona  State  University 

Tempe,  AZ  85287-3403 

Telephone:  (602)  965-6788 

TITLE:  Contemporary  Issues  in  Human  Subject  Research:  Challenges  for  Today's  IRBs 

DESCRIPTION:  This  program  is  designed  to  be  a practical  working  session  to  explore  contemporary  issues  in  human 
subjects  protection  including  regulations  and  assurances,  categorization  of  research  protocols,  uses  of  special 
populations,  experimental  design  and  scientific  merit,  fetal  tissue  research,  ethical/legal  issues  in  human 
subjects  research,  and  conflict  of  interest.  As  appropriate,  topics  will  be  discussed  from  the  perspective  of 
the  clinical  researcher  and  the  behavioral/social  science  researcher.  Issues  will  be  discussed  in  a panel  format 
with  ample  time  for  audience  questions.  An  outstanding  faculty  has  been  assembled. 

This  program  should  be  of  interest  to  researchers  in  clinical  medicine  and  the  behavioral  and  social  sciences. 
Institutional  Review  Board  members,  university  and  hospital  administrators,  lawyers,  ethicists,  health  care 
practitioners,  students,  and  other  persons  with  interests  in  human  subject  protection  issues. 

SOUTHWESTERN  WORKSHOP 

DATES:  February  28  thru  March  2,  1993 

LOCATION 

San  Luis  Hotel 

5222  Seawall  Boulevard 

Galveston,  TX  77551 

Telephone:  1(800)-392-5937 

SPONSORS 

The  University  of  Texas  Medical  Branch  at  Galveston 
Galveston,  TX  77555-1311 

REGISTRATION 

E.  Ray  Stinson,  Ph.D. 

Office  of  Sponsored  Programs- Academic 
The  University  of  Texas  Medical  Branch  at  Galveston 
Galveston,  TX  77555-1311 
Telephone:  (409)-772-3482 

TITLE:  The  Ethics  of  Clinical  Research  on  Human  Subjects:  Facing  the  21st  Century 
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NORTHWESTERN  WORKSHOP 


DATES:  May  20  and  21,  1993 

LOCATION 
Sheraton  Hotel 
Anchorage,  AK 

SPONSORS 

University  of  Alaska  - Anchorage,  Anchorage,  AK 
Northwest  Indian  College,  Bellingham,  WA 
Indian  Health  Services,  Tucson,  AZ 

REGISTRATION 
Mrs.  Ann  Howell 

Coordinator  of  Conferences  and  Institutes  University 
2221  East  Northern  Lights,  Suite  205 
Anchorage,  AK  99508 
Telephone:  (907)  278-8821 

TITLE:  Research  Benefits  and  Risks  to  Individuals  and  Communities:  Legal  and  Ethical  Perspectives 

DESCRIPTION:  This  conference  will  explore  the  legal  and  ethical  perspectives  of  social  and  biomedical  research. 
Protecting  the  individual  rights  of  human  research  subjects  is  of  prime  concern,  but  so  is  protecting  the  rights 
of  communities  of  individuals.  This  is  especially  true  for  indigenous  peoples.  The  conference  is  designed  to 
be  of  interest  to  social  and  biomedical  researchers,  IRB  members,  students,  agency  personnel,  indigenous 
peoples,  and  others  interested  in  the  rights  of  individuals  and  communi ti tes.  Opportunities  for  informal 
discussion  and  exchange  will  supplement  the  panel  and  breakout  group  format.  Reports  from  the  simultaneous 
group  sessions  will  be  made. 

INQUIRIES 

For  information  regarding  these  workshop  and  future  NIH/FDA  National  Human  Subjects  Protection  Workshops, 
contact: 

Ms.  Darlene  Marie  Ross 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

IN  VITRO  ANTIVIRAL  SCREEN  FOR  HEPATITIS  VIRUSES 

NIH  GUIDE.  Volume  22,  Number  6,  February  12,  1993 
RFP  AVAILABLE:  NI H-NIAID-DMID-94-03 
P.T.  34;  K.W.  0755060,  1002045,  0760013 
National  Institutes  of  Allergy  and  Infectious  Diseases 

The  Enteric  Diseases  Branch,  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  seeks  investigators 
to  perform  in  vitro  screening  for  compounds  for  their  ability  to  inhibit  the  growth,  replication,  or  enzymatic 
processes  of  hepatitis  viruses,  specifically  the  hepadnavi ruses  like  hepatitis  B virus  and  hepatitis  C virus. 
The  contractor  will  provide  the  necessary  equipment,  personnel,  facilities,  and  materials  to  screen  200 
compounds  annually.  The  contractor  will  be  responsible  for  determining  a compound's  antiviral  activity, 
cytotoxicity,  and  selective  index.  Research  on  the  development  of  improved  screening  methodology,  basic  studies 
on  mechanism  of  action,  and  studies  of  efficacy  of  drug  combinations  will  be  encouraged  as  an  adjunct  to  the 
primary  antiviral  evaluation. 

Request  for  Proposals  (RFP)  NIH-NIAID-DMID-94-03  is  now  available.  Responses  are  due  by  close  of  business  on 
March  25,  1993.  It  is  anticipated  that  one  cost-reimbursement,  completion,  contract  covering  the  virus  classes 
individually  will  be  awarded  for  a period  of  five  years.  Any  responsible  offeror  may  submit  a proposal  that 
will  be  considered  by  the  government. 

INQUIRIES 

To  receive  a copy  of  this  RFP,  supply  this  office  with  two  self-addressed  mailing  labels.  Telephone  inquiries 
will  not  be  honored  and  all  inquiries  must  be  in  writing  and  addressed  to: 

Frank  Murphy,  Contract  Specialist 

National  Institute  of  Allergy  and  Infectious  Diseases 
6003  Executive  Boulevard 
Solar  Building,  Room  3C07 
Bethesda,  MD  20892 

This  advertisement  does  not  commit  the  government  to  award  a contract. 
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DEVELOPMENT  OF  A PERCUTANEOUS  CONNECTOR  SYSTEM 


NIH  GUIDE.  Volume  22,  Number  6,  February  12,  1993 
RFP  AVAILABLE:  NIH-NIDCD-93-50 
P.T.  34;  K.U.  0740030,  0706010 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

The  National  Institute  of  Deafness  and  Other  Communication  Disorders  (NIDCD),  NIH,  has  a requirement  for  the 
design,  development,  fabrication,  and  evaluation  in  animals  of  a percutaneous  connector  system  for  transferring 
electrical  signals  through  the  skin.  There  is  a need  for  a reliable  and  effective  high-contact-density 
percutaneous  connector  system  for  transferring  multichannel  signals  and  power  through  the  skin.  Under  this 
project,  this  system  will  initially  be  used  in  animal  experiments  related  to  the  development  of  auditory 
prostheses.  An  ultimate  goal  of  this  program  is  for  the  development  of  a new  percutaneous  connector  system  that 
can  be  utilized  in  neural  prostheses,  such  as  auditory  prostheses,  which  are  implanted  in  the  human  cochlea  and 
in  the  human  cochlear  nucleus  as  well  as  visual  prostheses  for  blind  individuals.  Such  a percutaneous  connector 
system  should  permit  direct  connections  between  artificial  sensors  and  signal  processors  located  outside  the 
body  and  electrode  arrays  implanted  in  close  proximity  to  sensory  neurons.  A single  award  is  anticipated  with 
the  performance  period  not  to  exceed  three  years.  The  contractor  will  be  required  to  come  to  Bethesda  yearly 
to  present  progress  reports  at  the  Neural  Prosthesis  Workshop  sponsored  by  the  Neural  Prosthesis  Program. 

Prospective  offerors  should  have  established  expertise  in  biomaterials,  bioengineering,  and  miniature  electrical 
connector  technology. 

This  is  not  a Request  for  Proposals  (RFP).  RFP  No.  NIH-NIDCD-93-50  will  be  issued  on  or  about  February  16, 
1993,  with  April  16,  1993  set  as  a tentative  closing  date  for  receipt  of  proposals. 

INQUIRIES 

To  receive  a copy  of  the  RFP,  submit  a written  request  to  the  following  address  and  supply  two  self-addressed 
mailing  labels: 

Contracts  Management  Branch,  DEA 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  901 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Reference:  RFP  No.  NIH-NIDCD-93-50 

This  announcement  does  not  commit  the  NIDCD  to  make  an  award.  All  responsible  sources  may  submit  a proposal 
that  will  be  considered  by  the  government. 


THIN-FILM  INTRACORTICAL  RECORDING  MICROELECTROOES 


NIH  GUIDE.  Volume  22,  Number  6,  February  12,  1993 
RFP  AVAILABLE:  NIH-NINDS-93-06 
P.T.  34;  K.W.  0740050,  0706000 

National  Institute  of  Neurological  Disorders  and  Stroke 

The  Neural  Prosthesis  Program  of  the  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS),  National 
Institutes  of  Health,  is  seeking  a contract  to  develop  an  active  multichannel  recording  microelectrode  probe 
capable  of  recording  from  up  to  32  sites  on  multiple  penetrating  shanks.  The  broad  objective  of  the  project 
is  to  develop  multi-channel,  penetrating  microelectrode  arrays  for  intracortical  CNS  neural  recording  that  will 
operate  reliably  in  chronic  implants.  The  approach  is  to  integrate  micromachined  electrode  shanks  with  active 
electronics  and  with  integral  flexible  ribbon  cables  and/or  with  integral  telemetry  systems.  Personnel  with 
established  expertise  in  micromachining,  bioengineering,  integrated  circuit  design,  and  integrated  circuit 
fabrication  are  needed.  It  is  anticipated  that  one  award  will  be  made  for  a period  of  three  years  in  September 
1993. 

INQUIRIES 

This  is  not  a Request  for  Proposals  (RFP).  To  receive  a copy  of  the  RFP,  submit  a written  request  to  the 
address  indicated  below  and  supply  this  office  with  two  self-addressed  mailing  labels.  An  RFP  will  be  issued 
on  or  about  February  16,  1993  with  proposals  due  on  April  19,  1993.  All  responsible  sources  will  be  considered 
by  the  agency. 

Contracting  Officer 

Contracts  Management  Branch,  DEA 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  901 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Attention:  RFP  No.  NIH-NINDS-93-06 
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RESEARCH  IN  PUBLIC  AMD  PROFESSIONAL  EDUCATION  FOR  THE  PREVENTION  AMD  CONTROL  OF  SKIM  CANCER 


NIH  GUIDE.  Volume  22,  Number  6,  February  12,  1993 
RFA  AVAILABLE:  CA-93-15 
P.T.  34;  K.W.  0502017,  0715035,  0715185 
National  Cancer  Institute 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Letter  of  Intent  Receipt  Date:  March  15,  1993 
Application  Receipt  Date:  May  20,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  PERSON  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Cancer  Institute  (NCI)  and  the  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin 
Diseases  (NIAMS)  invite  applications  for  grants  to  conduct  research  on  educational  strategies  for  the  prevention 
of  melanoma  and  non-melanoma  skin  cancers  through  controlled  studies  in  defined  populations.  These  behavioral 
studies  should  be  aimed  toward  reduction  of  high  levels  of  exposure  to  natural  or  artificial  ultraviolet  light. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Research  in  Public 
and  Professional  Education  for  the  Prevention  and  Control  of  Skin  Cancer,  is  related  to  the  priority  area  of 
skin  cancer  risk  reduction.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone:  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  non-profit  and  for-profit  organizations  and  by  public  and 
private  entities  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Foreign  institutions  are  not  eligible  for  First  Independent 
Research  Support  and  Transition  (FIRST)  (R29)  awards.  Applications  from  minority  and  women  investigators  are 
encouraged.  Investigators  should  be  capable  of  assembling  a multidisciplinary  team  including  health  education 
specialists  responsible  for  public  education  interventions,  trained  medical  personnel  knowledgeable  in  skin 
cancer  for  professional  education  interventions,  and  associated  statisticians,  research  designers,  communication 
specialists,  etc.,  for  the  successful  implementation  and  reporting  of  a full-scale  research  project. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  research  project  grant  (R01),  and  the  FIRST  (R29) 
award.  It  is  anticipated  that  the  average  direct  costs  for  each  award  will  be  $183,000  per  year.  This  is  a 
one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with 
investigator-initiated  applications  and  will  be  reviewed  according  to  customary  NIH  peer  review  procedures. 
Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  that  of  the  applicant. 

FUNDS  AVAILABLE 

It  is  anticipated  that  three  NCI  sponsored  awards  and  one  or  two  NIAMS  sponsored  awards  will  be  made  under  this 
RFA,  and  that  the  total  expenditures  for  these  grants  will  not  exceed  $1,500,000  (total  costs)  for  the  first 
year.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit.  Although  this  RFA  is  provided  for  in  the  financial  plans  of  the  NCI  and  the  NIAMS,  awards 
are  contingent  on  the  availability  of  funds.  The  project  period  for  studies  funded  through  this  RFA  may  not 
exceed  four  years.  The  anticipated  award  date  is  April  1,  1994. 

RESEARCH  OBJECTIVES 

Skin  cancer  is  the  fastest  rising  and  most  common  form  of  cancer  in  the  United  States,  accounting  for  well  over 
600,000  new  cases  reported  every  year,  or  about  one- third  of  all  cancer  incidence.  Of  these  cases,  about  75 
percent  are  basal  cell  and  20  percent  are  squamous  cell  carcinomas,  both  of  which  are  highly  treatable  and 
rarely  metastasize.  The  remaining  5 percent  of  skin  cancer  cases  are  malignant  melanomas,  which  are  far  more 
lethal  and  currently  account  for  an  estimated  32,000  new  cases,  and  more  than  6,700  deaths  per  year.  Between 
1973  and  1989,  the  incidence  rate  for  melanoma  increased  by  80.6  percent,  more  than  any  other  cancer  site,  and 
far  greater  than  the  16.1  percent  increase  for  all  sites  combined.  The  mortality  rate  during  the  same  period 
for  all  races  and  both  sexes  was  32.1  percent  for  melanoma,  compared  to  the  6.1  percent  cancer  mortality  rate 
for  all  sites  combined.  Theoretically,  however,  most  skin  cancer  morbidity,  and  almost  all  skin  cancer 
mortality  should  be  preventable. 

Solar  radiation  appears  to  be  the  primary  risk  factor  for  more  than  90  percent  of  nonmelanoma  skin  cancer  cases, 
and  it  has  also  been  linked  to  melanoma.  Overall,  data  appear  to  indicate  that  nonmelanoma  skin  cancer  is 
related  to  annual  cumulative  exposure,  and  that  melanoma  may  be  related  to  high  intensity,  intermittent  UV 
radiation  exposure  (i.e.,  sunburns)  particularly  at  a young  age.  Incidence  of  skin  cancer  is  also  influenced 
by  degree  of  skin  pigmentation,  sex,  and  by  intensity  of  sunlight  as  a function  of  proximity  to  the  equator  or 
high  altitude. 
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Thus,  based  on  current  knowledge  of  the  risks  for  skin  cancer,  the  most  prudent  step,  especially  for  those  with 
light  complexions,  males,  and  children,  is  to  limit  or  protect  against  UV  radiation  exposure.  Special  care 
should  also  be  taken  by  people  in  lower  latitudes  and  higher  altitudes,  and  by  everyone  during  the  summertime, 
and  during  the  midday. 

In  addition  to  primary  prevention,  screening  examinations  could  reduce  the  discomfort  and  cosmetic  problems 
associated  with  normelanoma  skin  cancer.  Also,  most  skin  cancer  deaths  could  be  prevented  through  early 
detection  of  malignant  melanoma,  where  five-year  survival  rates  for  localized  melanomas  may  be  greater  than  90 
percent. 

This  RFA  has  two  major  research  objectives  related  to  skin  cancer  prevention:  (1)  to  study  the  effects  of 
public  education  interventions  aimed  at  increasing  use  of  sunscreens  and  protective  clothing,  limiting  exposure 
to  solar  radiation,  avoiding  artificial  methods  of  tanning,  teaching  skin  self-examination,  and  improving  other 
behaviors  related  to  skin  cancer  risk  reduction;  and  (2)  to  study  the  effects  of  professional  education 
interventions  aimed  at  increasing  caregivers'  awareness  of  skin  cancer,  their  ability  to  provide  advice,  and 
their  knowledge  on  the  importance  of  screening  and  early  detection  for  the  prevention  and  control  of  skin 
cancers. 

Evaluations  should  be  designed  to  test  questions  such  as:  (1)  what  are  the  most  effective  educational 
conditions  that  lead  to  a quantifiable  reduction  in  skin  cancer  risk  behaviors  in  specific  populations?;  and 
(2)  what  are  the  most  effective  educational  conditions  for  increasing  professional  knowledge  on  primary 
prevention,  screening,  and  early  detection  of  skin  cancer? 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  requested  to  submit,  by  March  15,  1993,  a letter  of  intent  that  includes  a 
descriptive  title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal 
Investigator,  the  identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title 
of  this  RFA.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review 
of  the  subsequent  application,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of 
applications.  It  allows  NIH  staff  to  estimate  the  potential  review  workload,  and  helps  to  avoid  conflict  of 
interest  among  reviewers.  The  letter  of  intent  is  to  be  sent  to  Dr.  D.  Michael  Anderson  (NCI)  or  Dr.  Alan  N. 
Moshell  (NIAMS)  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  to  this  RFA.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grant 
Inquires,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  301-496-7441.  Applications  must  be  received  by  May  20,  1993. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NCI  staff  for  completeness  and  responsiveness.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not 
responsive  to  the  RFA,  NCI  or  NIAMS  staff  will  contact  the  applicant  to  determine  whether  to  return  the 
application  to  the  applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  in  the  next 
review  cycle. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA,  whether  or  not  specific 
proposed  research  is  responsive,  the  scientific  content  and  objectives  of  an  application,  the  size  and  focus 
of  a research  program,  and  the  organization  of  an  application,  are  strongly  encouraged  and  may  be  directed  to: 

D.  Michael  Anderson,  Ph.D.,  M.P.H. 

Director,  Skin  Cancer  Prevention  Research 
National  Cancer  Institute 
Executive  Plaza  North,  Room  218 
Bethesda,  MD  20892 
Telephone:  (301)  496-8577 

or 

Alan  N.  Moshell,  M.D. 

Skin  Disease  Program  Director 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  405 
Bethesda,  MD  20892 
Telephone:  (301)  402-3342 
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Requests  for  information  on  fiscal  policies  may  be  directed  to: 

Eileen  Natoli 

Grants  Adnini strati  on  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  242 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800,  ext.  56 

or 

Diane  Watson 

Extramural  Research  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  720 
Bethesda,  MD  20892 
Telephone:  (301)  402-3352 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.399.  Grants  will  be  awarded 
under  the  authority  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 


ADULT  SURVIVORS  OF  CANCER 


NIH  GUIDE.  Volume  22,  Number  6,  February  12,  1993 
RFA  AVAILABLE:  CA-93-14 
P.T.  34;  K.W.  0715035,  0414014,  0415002 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  March  16,  1993 
Application  Receipt  Date:  May  21,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Cancer  Institute  (NCI)  invites  investigator-initiated  grant  applications  for  research  directed  at 
decreasing  the  functional  and  psychosocial  morbidity  associated  with  cancer  survivorship,  i.e.,  in  persons 
diagnosed  and  treated  for  cancer  after  age  21,  who  have  completed  therapy  and  have  a good  prognosis  for  cure 
or  long-term  survival. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Adult  Survivors 
of  Cancer,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325,  telephone  202-783-3238. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01).  The  applicant  has 
sole  responsibility  for  planning,  direction,  and  execution  of  the  proposed  project.  Total  project  period  for 
applications  submitted  in  response  to  this  RFA  should  not  exceed  four  years.  The  anticipated  award  date  is 
Apr i l 1 , 1 994 . 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competitive  continuation  applications  will  compete  with 
all  other  investigator- initiated  research  grant  applications  and  be  reviewed  according  to  the  customary  NIH  peer 
review  procedures. 

FUNDS  AVAILABLE 

Total  costs  of  $2,500,000  per  year  for  four  years  will  be  committed  to  specifically  fund  applications  submitted 
in  response  to  this  RFA.  It  is  anticipated  that  four  or  five  awards  will  be  made.  This  funding  level  is 
dependent  upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this 
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program  is  provided  for  in  the  financial  plans  of  the  NCI,  the  awards  pursuant  to  this  RFA  are  also  contingent 
upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  objectives  of  this  initiative  are  to  decrease  functional  and  psychosocial  morbidity  associated  with  cancer 
survivorship  by  developing  and  testing  interventions  to  facilitate  rehabilitation  of  adult  cancer  survivors  and 
to  enhance  their  re-entry  into  society.  The  specific  objectives  are:  (1)  to  define  and  explore  functional  and 
psychosocial  issues  facing  adult  cancer  survivors  and  the  barriers  to  reintegration  into  society,  and  (2)  to 
develop  and  evaluate  specific  interventions  to  enhance  adaptation  to  long  term  physical  impairment,  vocational 
rehabilitation,  psychosocial  adjustment  and/or  return  to  pre-diagnosis  life  style. 

Research  applications  should  address  issues  in  at  least  one  of  the  following  areas:  long  term  physical 
impairment;  self-image,  sexuality,  reproductive  potential;  interpersonal  relationships  and  social  functioning; 
vocational  rehabilitation,  employment  or  insurability;  medical  uncertainties;  cultural  and  ethnic  background 
and  values  as  influences  on  adaptation  to  cancer. 

The  application  should  define  the  study  population,  identify  the  problem,  describe  the  intervention  and  outline 
the  evaluation  plan.  The  design  must  include  a testable  intervention  and  a systematic  plan  of  evaluation  of 
the  intervention  using  qualitative  and  quantitative  methods. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  March  16,  1993  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  telephone/FAX  numbers  of  the  Principal  Investigator,  the 
names  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response 
to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding  and  does  not  enter  into  the  review  of  a subsequent 
application,  it  contains  information  that  is  helpful  in  planning  for  the  review.  It  allows  NCI  staff  to 
estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review.  The  letter 
of  intent  is  to  be  sent  to  the  Program  Director  named  in  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  close  of  business  May  21,  1993.  Application  forms  (PHS  398,  rev.  9/91)  and 
information  about  application  procedures  may  be  obtained  from  the  NCI  Program  Director  named  in  INQUIRIES  and 
in  the  RFA. 

REVIEU  CONSIDERATIONS 

Applications  that  are  competitive  and  responsive  to  the  RFA  will  be  evaluated  for  scientific  and  technical  merit 
by  an  appropriate  peer  review  group  according  to  specific  review  criteria.  A second  level  of  review  will 
consider  special  needs  and  research  priorities  of  NCI. 

INQUIRIES 

Uritten  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome.  Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

Claudette  Varricchio  D.S.N.,  R.N.,  O.C.N.,  F.A.A.N. 

National  Cancer  Institute 
Executive  Plaza  North,  Suite  300 
Bethesda,  MD  20892 
Telephone:  (301)  496-8541 

Direct  inquiries  regarding  fiscal  matters  to: 

Mrs.  Ei leen  M.  Natol i 
National  Cancer  Institute 
Executive  Plaza  South,  Suite  242 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.399,  Cancer  Control  Research, 
and  93.361,  Nursing  Research.  Awards  are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title 
IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS 
grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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THE  CAUSES  AMD  CONSEQUENCES  OF  THYHUS  IMVOLUTIOH 
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RFA  AVAILABLE:  AI-93-11 

P.T.  34;  K.W.  0705040,  1002061,  0765035 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  April  1,  1993 
Application  Receipt  Date:  July  21,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACTS  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Division  of  Allergy,  Immunology  and  Transplantation  (DA1T)  of  the  National  Institute  of  Allergy  and 
Infectious  Diseases  (NIAID)  invites  applications  for  studies  focused  on  the  causes  and  consequences  of  thymus 
involution.  The  purpose  of  research  dealing  with  thymus  involution  is  to  achieve  an  understanding  of  this  still 
largely  mysterious  phenomenon.  It  is  essential  to  determine  whether  normal  thymus  involution  is  a vital 
physiological  process  that  contributes  to  sustained  vigor  of  the  immune  system  or,  by  contrast,  leads  to  subtle 
pathological  activities  of  the  immune  system.  Given  that  there  are  approaches  to  preventing,  retarding  or 
reversing  thymus  involution,  it  is  important  to  determine  whether  or  not  interfering  with  the  process  of 
involution  has  desirable  and  beneficial  effects  on  the  immune  system. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  The  Causes  and 
Consequences  of  Thymus  Involution,  is  related  to  the  priority  area  of  diabetes  and  chronic  disabling  conditions. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-782-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  public  and  private,  foreign  and  domestic,  for  profit  and  non-profit 
organizations,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Foreign  institutions  are  not  eligible  to  apply  for  First 
Independent  Research  Support  and  Transition  (FIRST)  (R29)  awards.  Women  and  minority  investigators  are 
encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

The  mechanisms  of  support  for  this  program  will  be  the  research  project  grant  (ROD  and  the  FIRST  award  (R29). 
Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the 
applicant.  The  total  project  period  may  not  exceed  five  years.  The  budget  request  for  an  R29  application  is 
restricted  to  the  amount  allowed  by  NIH  for  R29s.  The  budget  request  for  an  R01  application  should  not  exceed 
$200,000  total  direct  costs  in  the  first  year.  Neither  type  of  application  should  request  more  than  4 percent 
annual  inflationary  increases  for  future  years. 

FUNDS  AVAILABLE 

The  estimated  total  funds  (direct  and  indirect)  available  for  the  first  year  of  support  for  this  RFA  will  be 
$800,000.  In  Fiscal  Year  1994,  the  NIAID  plans  to  award  at  least  three  projects  (ROIs  or  R29s)  submitted  in 
response  to  this  RFA. 

RESEARCH  OBJECTIVES 

Scope 

Projects  that  clearly  will  enhance  understanding  of  the  causes  and  physiological/pathological  significance  of 
thymus  atrophy  and  will  promote  reasonable  approaches  to  preventing  or  treating  immunological  diseases  are 
encouraged.  Research  areas  of  interest  include,  but  are  not  limited  to: 

o Studies  aimed  at  determining  the  causes  of  thymus  involution;  its  impact  on  the  rate  and  magnitude  of  change 
in  the  export  of  T lymphocytes;  and  the  chronological  age  and  physiological  stage  at  which  T cell 
generation/export  reaches  a nadir; 

o Evaluations  of  the  immunological  consequences  of  the  decline  and  minimization  of  T cell  generation/export 
by  the  thymus  (e.g.,  changes  in  the  T cell  repertoire;  changes  in  immunological  potential;  changes  in  the 
potential  for  self-reactivity  and  pathological  autoimmunity;  and  similarities  and  differences  between  natural 
thymus  involution  and  adult  thymectomy); 

o Explorations  of  extrathymic  sites  for  locations  of  T cell  generative  potential,  and  characterization  of  the 
T cells  generated  at  those  sites; 

o Identification  and  analysis  of  long-lasting  subsets  of  T cell  precursors  that  may  be  located  and/or  generated 
in  peripheral  lymphoid  or  other  tissues; 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  6 - February  12,  1993 

9 


o Development  of  procedures  to  delay  thymus  involution  or  to  rejuvenate  the  involuted  thymus,  and  evaluation 
of  the  immunological  consequences  of  prolonged  or  restored  thymus  function;  and 

o Analyses  of  factors  that  control  the  mass  of  the  thymus  and  that  influence  the  survival  and  duration  of 
function  of  thymus  grafts  implanted  into  thymectomized  recipients,  genetical ly-athymic  recipients,  and 
recipients  in  which  the  thymus  has  involuted. 

The  scope  of  this  RFA  does  not  include  studies  on  aging  of  the  immune  system.  If  such  applications  are  received, 
the  DRG  will  assign  them  to  the  National  Institute  on  Aging  as  unsolicited  applications. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  requires  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  include 
minorities  and  women  in  study  populations.  If  women  or  minorities  are  excluded  or  inadequately  represented  in 
clinical  research,  a clear  compelling  rationale  MUST  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  April  1,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  overall  proposed  research,  the  name,  address  and  telephone  number  of  the  Principal  Investigator, 
and  the  number  and  title  of  this  RFA.  Although  the  letter  of  intent  is  not  required,  is  not  binding,  does  not 
commit  the  sender  to  submit  an  application,  and  does  not  enter  into  the  review  of  subsequent  applications,  the 
information  that  it  contains  allows  NIAID  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict 
of  interest  in  the  review.  The  letter  of  intent  is  to  be  sent  to  Dr.  Mark  Rohrbaugh  at  the  address  listed  under 
INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  research  grant  application  form  PHS  398  (rev.  09/91).  Item  2 on  the 
face  page  of  the  application  must  be  marked  "Yes"  and  the  RFA  number  and  the  words  "THE  CAUSES  AND  CONSEQUENCES 
OF  THYMUS  INVOLUTION"  must  be  typed  in. 

These  application  forms  may  be  obtained  from  the  institution's  office  of  sponsored  research  and  from  the  Office 
of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449, 
Bethesda,  MD  20892,  telephone  (301)  496-7441. 

Applications  must  be  received  by  July  21,  1993.  FIRST  (R29)  award  applications  must  include  at  least  three 
sealed  letters  of  reference  attached  to  the  face  page  of  the  original  application.  FIRST  award  applications 
submitted  without  the  required  number  of  reference  letters  will  be  considered  incomplete  and  will  be  returned 
without  review. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  the  NIH  Division  of  Research  Grants  (DRG)  and 
by  NIAID  staff  for  responsiveness.  Those  judged  to  be  incomplete  will  be  returned  to  the  applicant  without 
review.  Those  considered  to  be  non- responsive  will  be  either  returned  without  review  or  referred  to  the  DRG 
as  an  unsolicited  application,  to  be  scheduled  for  initial  review  at  the  next  DRG  review  cycle.  Those 
applications  that  are  complete  and  responsive  may  be  subjected  to  a triage  by  an  NIAID  peer  review  group  to 
determine  their  scientific  merit  relative  to  other  applications  received  in  response  to  this  RFA.  The  NIAID 
will  withdraw  from  competition  those  applications  judged  to  be  non-competitive  for  award  and  will  notify  the 
applicant  and  institutional  business  officials. 

Those  applications  judged  by  the  reviewers  to  be  competitive  for  award  will  be  further  reviewed  for  scientific 
and  technical  merit  by  a review  committee  convened  by  the  Division  of  Extramural  Activities,  NIAID.  The  second 
level  of  review  will  be  provided  by  the  National  Advisory  Allergy  and  Infectious  Diseases  Council. 

The  factors  to  be  considered  in  the  evaluation  of  scientific  merit  of  each  application  will  be  those  used  by 
NIH  in  the  review  of  traditional  research  project  grant  applications. 

AUARD  CRITERIA 

Funding  decisions  will  be  made  on  the  basis  of  scientific  and  technical  merit,  as  determined  by  peer  review, 
program  needs  and  balance,  and  the  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome.  Inquiries  regarding  programmatic  issues  and  requests  for  the 
RFA  may  be  directed  to: 

Joseph  F.  Albright,  Ph.D. 

Division  of  Allergy,  Immunology  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4A22 

Bethesda,  MD  20892 

Telephone:  (301)  496-7551 

FAX:  (301)  402-2571 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  6 - February  12,  1993 

10 


Direct  inquiries  regarding  review  issues,  address  the  Letter  of  Intent  to,  and  mail  the  two  copies  of  the 
application  to: 

Mark  Rohrbaugh,  Ph.D. 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C22 

Bethesda,  MD  20892 

Telephone:  (301)  496-8424 

FAX:  (301)  402-2638 


Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 


Mr.  Jeffrey  Carow 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B29 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

Schedule 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 
Scientific  Review  Date: 
Advisory  Council  Date: 

Earliest  Award  Date: 


April  1,  1993 
July  21,  1993 
October  1993 
February  1994 
April  1994 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.855  - Immunology,  Allergy  and 
Transplantation  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, 
Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 
PROSTATE  GROUT H IN  OLDER  MEN:  AGE-DEPENDENT  MECHANISMS 

NIH  GUIDE.  Volume  22,  Number  6,  February  12,  1993 
PA  NUMBER:  PA-93-052 

P.T.  34;  K.W.  0755030,  0705075,  0715105,  1002008 
National  Institute  on  Aging 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Cancer  Institute 

PURPOSE 

The  National  Institute  on  Aging  (NIA)  wishes  to  stimulate  basic  research  on  the  etiology  of  the  extraordinarily 
high  incidence  of  benign  or  malignant  prostate  growth  in  older  men,  and  issues  relative  to  clinical  consequences 
and  the  effectiveness  of  current  and  proposed  treatment  protocols  in  older  men  experiencing  pathologic  or 
symptomatic  effects  of  benign  or  malignant  growth.  The  NIA  is  joined  by  other  NIH  components  that  support 
prostate-related  research:  the  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  supports 
research  into  basic  prostate  biology  and  benign  prostatic  hyperplasia,  and  the  National  Cancer  Institute  (NCI) 
supports  research  into  prostate  cancer.  The  focus  of  the  NIA  in  promoting  research  into  ameliorating  the 
negative  health  effects  of  prostate  growth  in  the  older  male  population  is  on  age-related  factors  and 
age-dependent  processes  of  prostate  growth. 

New  and  experienced  investigators  working  in  the  research  areas  of  prostate  cell  and  molecular  biology,  prostate 
biochemistry,  clinical  studies  of  prostate  pathology,  or  related  areas  are  invited  to  apply  for  grant  support 
to  study  age-related  factors  and  age-dependent  processes  in  prostate  growth  that  account  for  the  prevalence  of 
these  diseases  in  older  men. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement. 
Prostate  Growth  in  Older  Men:  Age-Dependent  Mechanisms,  is  related  to  the  priority  areas  of  cancer  and  chronic 
disabling  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 

Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
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eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 
Applicants  for  K and  F awards  must  be  U.S.  citizens,  non-citizen  nationals,  or  have  been  lawfully  admitted  for 
permanent  residence  at  the  time  of  award.  Foreign  institutions  are  not  eligible  to  apply  for  R29,  K08,  or  K11 
awards. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  by  research  project  grants  (R01),  First  Independent  Research  Support  and 
Transition  (FIRST)  awards  (R29),  Clinical  Investigator  Awards  (K08),  Physician  Scientist  Awards  (KID, 
Individual  Postdoctoral  Fellowships  (F32),  Senior  Postdoctoral  Fellowships  (F33),  and  conference  grants  (R13). 
The  anticipated  average  direct  cost  award  for  a research  project  grant  is  $150,000  per  year. 

RESEARCH  OBJECTIVES 

Background 

Prostate  hyperplasia/hypertrophy  (benign  or  malignant)  affects  virtually  all  men  by  the  age  of  80,  with  an 
increased  incidence  starting  between  30  and  40  years  of  age.  Not  all  prostate  growth  requires  clinical 
treatment;  yet  the  extremely  high  prevalence  of  this  disease  with  advancing  age  requires  a special  research 
focus  to  explore  the  age-dependent  mechanisms  involved. 

Prostate  growth  is  substantial  during  adolescence,  reaching  a plateau  about  age  25.  Resumption  of  prostate 
growth  later  in  life  (about  age  50)  can  lead  to  benign  prostatic  hyperplasia  (BPH),  the  most  common  nonmalignant 
proliferative  abnormality  found  in  any  internal  organ.  BPH  alone  occurs  in  over  75  percent  of  men  over  50  years 
of  age,  reaching  88  percent  prevalence  by  the  ninth  decade,  frequently  with  clinical  symptoms  of  outlet 
obstruction  that  can  lead  to  bladder  wall  hypertrophy,  increased  risk  of  urinary  infection,  and  chronic  renal 
disease.  Surgery,  hospitalization  and  other  treatment  for  BPH  are  estimated  to  cost  over  a billion  dollars  per 
year.  Prostate  cancer,  which  increases  faster  with  aging  than  any  other  form  of  cancer,  is  the  most  common 
cancer  in  U.S.  males,  and  the  second  leading  cause  of  cancer  death  in  men,  resulting  in  over  30,000  deaths  per 
year.  Older  black  males  have  a significantly  higher  rate  of  prostate  cancer  than  older  white  males.  This 
disease  also  requires  over  a billion  dollars  per  year  in  surgery  and  hospitalization  costs. 

Goals  of  the  program 

The  purpose  of  this  program  announcement  is  to  stimulate  research  into  the  cause(s)  of,  and  treatments  for,  the 
extremely  high  incidence  and  prevalence  of  both  benign  and  malignant  prostate  growth  in  older  men,  using  animal 
and  cell  culture  models,  and  human  tissue  samples  and  clinical  studies  where  applicable.  It  is  imperative  that 
applicants  address  age-related  issues  important  to  prostate  growth  processes.  What  is  it  about  aging  processes 
and  the  properties  of  the  prostate,  its  environment,  and  its  natural  history  that  promote  growth?  What  are  the 
effects  of  long  term  treatment  protocols  for  BPH  and  prostate  cancer  in  older  men? 

Examples  of  the  types  of  research  requested  are  provided  below.  These  are  examples  only  and  are  not  meant  to 
restrict  the  types  of  projects  of  interest,  provided  the  focus  is  on  age-related  and  age-dependent  factors  in 
prostate  growth. 

o Molecular  genetics/cytogenetics:  Is  there  an  increasing  tendency  for  molecular  and  cytogenetic  changes 
(e.g.,  oncogene  activation,  tumor  suppressor  gene  inactivation)  with  increasing  age  that  are  relevant  to 
prostate  growth? 

o Environment/nutritional:  Are  there  environmental/nutritional  changes,  such  as  decreased  production  of 
vitamin  D,  that  combine  with  normal  aging  processes  to  promote  prostate  growth? 

o Cell  biology:  What  is  the  role  of  aging  processes  in  programmed  cell  death  and  its  abrogation  by  steroids 
in  promoting  prostate  growth;  what  is  the  effect  of  aging  on  stem  cell  proliferation  that  may  lead  to  prostate 
growth;  what  is  the  effect  of  aging  on  angiogenesis  within  hyperplastic  prostate  tissue;  is  there  an 
age-dependence  in  prostate  neuroendocrine  cell  proliferation  associated  with  prostate  growth;  are  age-dependent 
processes  involved  in  the  increased  invasive/metastatic  potential  of  hyperplastic  prostate  cells;  are  there 
changes  in  prostate  stromal-epithelial  interactions  with  aging  that  lead  or  predispose  to  prostate  growth? 

o Hormones/growth  factors:  Are  there  age-related  changes  in  sensitivity  of  prostatic  epithelial  or  stromal 
cells  to  hormones  or  growth  factors;  what  is  the  role  of  prolactin  in  promoting  prostate  growth  and  are  there 
age-related  changes  in  prolactin  secretion  pertinent  to  prostate  growth;  what  age-related  changes  in  growth 
factor  secretion,  sensitivity,  and  paracrine/autocrine  interactions  affect  prostate  growth? 

o Clinical  issues  of  treatment:  How  appropriate  are  current  clinical  treatment  regimens  for  prostate  growth 
in  older  men;  are  there  prophylactic  treatment  regimens  to  minimize  the  occurrence  of  prostate  growth  with  age, 
such  as  use  of  tamoxifen,  or  retinoids;  what  are  the  effects  of  long  term  hormonal  treatment  (e.g..  Proscar 
(finasteride),  anti -androgens,  LHRH  agonists)  in  older  men;  how  effective,  prognostic  and  specific  are  prostate 
specific  antigen  (PSA)  measurements  in  older  men? 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

The  inclusion  of  women  is  usually  standard  terminology  for  all  grants  and  contracts:  however,  due  to  the 
specific  subject  of  this  program  announcement,  i.e.,  prostate  growth,  the  inclusion  of  women  is  not  applicable. 
However,  the  inclusion  of  minorities  remains  relevant. 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of 
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the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of 
minorities  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  If  minorities 
are  excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based 
studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  racial/ethnic  group.  In 
addition,  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  in  Sections 
1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess  carefully 
the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes 
that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array 
of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority 
population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the 
study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  since  the  definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss  the 
relevance  of  research  involving  foreign  population  groups  to  the  United  States'  populations,  including 
minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

This  is  an  ongoing  program  announcement.  Applications  for  R and  K awards  are  to  be  submitted  on  the  grant 
application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard  application  deadlines  as  indicated 
in  the  application  kit.  Individual  Postdoctoral  Fellowship  National  Research  Service  Award  (NRSA)  (F32,  F33) 
applications  must  be  submitted  on  grant  application  form  PHS  416  (rev.  10/91),  and  will  be  accepted  on  the 
standard  deadlines  for  that  mechanism. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  301/496-7441.  The  title  and  number  of  this  announcement  (PA-93-52,  Prostate 
Growth  in  Older  Men:  Age-Dependent  Mechanisms)  must  be  typed  in  Section  2a  on  the  face  page  of  the  application. 

Applications  for  F32,  F33  and  R29  awards  must  include  at  least  three  letters  of  reference  attached  to  the  face 
page  of  the  original  application.  Applications  submitted  without  the  required  number  of  reference  letters  will 
be  considered  incomplete  and  will  be  returned  without  review. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Uestwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Applications  will  be  assigned  to  the  appropriate  initial  review  group  and  funding  component  on  the  basis  of 
established  Public  Health  Service  referral  guidelines.  The  review  criteria  are  the  traditional  criteria 
appropriate  to  each  mechanism.  In  accordance  with  the  standard  NIH  peer  review  procedures,  research  project 
grant  (R01,  R29)  and  fellowship  (F32,  F33)  applications  will  be  reviewed  for  scientific  and  technical  merit  by 
an  appropriate  study  section  in  the  Division  of  Research  Grants.  All  other  applications  will  be  reviewed  by 
review  groups  of  the  appropriate  funding  component.  Following  scientific-technical  review,  the  applications 
will  receive  a second-level  review  by  the  appropriate  national  advisory  council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be 
considered  in  making  funding  decisions: 

o Scientific  merit  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 
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o Program  balance  among  research  areas  within  the  individual  funding  components 
INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  NIA  programmatic  issues  in  basic  research  to: 

Frank  Bellino,  Ph.D. 

Biology  of  Aging  Program 
National  Institute  on  Aging 
Gateway  Building,  Suite  2C231 
Bethesda,  MD  20892 
Telephone:  (301)  496-6402 
FAX:  (301)  402-0010 

Direct  inquiries  regarding  NIA  programmatic  issues  in  clinical  and  disease-oriented  research  to: 

Sheryl  Sherman,  Ph.D. 

Geriatrics  Program 
National  Institute  on  Aging 
Gateway  Building,  Suite  3E327 
Bethesda,  MD  20892 
Telephone:  (301)  496-6761 
FAX:  (301)  402-1784 

For  programmatic  issues  related  to  the  NIDDK,  direct  inquiries  to: 

Leroy  M.  Nyberg,  Jr.,  Ph.D.,  M.D. 

Director,  Urology  Program 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Uestwood  Building,  Suite  3A-05 

Bethesda,  MD  20892 

Telephone:  (301)  496-7133 

FAX:  (301)  402-0223 

For  programmatic  issues  related  to  the  NCI,  direct  inquiries  to: 

Andrew  Chiarodo,  Ph.D. 

Division  of  Cancer  Biology,  Diagnosis  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North,  Suite  316 

Bethesda,  MD  20892 

Telephone:  (301)  496-8528 

FAX:  (301)  402-0181 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Joseph  Ellis 
Grants  Management  Officer 
National  Institute  on  Aging 
Gateway  Building,  Suite  2N212 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 
FAX:  (301)  402-2945 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.866.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


AMERICAN  INDIAN.  ALASKA  NATIVE.  AMD  NATIVE  HAWAIIAN  MENTAL  HEALTH  RESEARCH 

NIH  GUIDE.  Volume  22,  Number  6,  February  12,  1993 
PA  NUMBER:  PA-93-53 

P.T.  34,  FE;  K.W.  0715129,  0785055,  0745027 
National  Institute  of  Mental  Health 
PURPOSE 

The  purpose  of  this  announcement  is  to  encourage  research  and  research  demonstration  applications  for  studies 
among  American  Indian,  Alaska  Native,  and  Native  Hawaiian  populations  of  the  epidemiology  and  prevention  of 
mental  disorders,  co-occurring  substance  abuse  disorders,  and  suicide;  family  and  individual  coping  styles  and 
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resiliency;  family  violence;  and  mental  health  service  use  and  quality  of  care.  It  is  the  goal  of  this 
initiative  to  improve  the  care  and  quality  of  life  of  American  Indians,  Alaska  Natives,  and  Native  Hawaiians 
who  suffer  from  mental  illnesses. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Minority  Mental 
Health  Research  Centers,  is  related  to  the  priority  area  of  mental  health.  Potential  applicants  may  obtain  a 
copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 

Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  domestic  public  and  private  non-profit  organization  and  by  for-profit 
organizations,  including  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
tribal  governments  and  tribal  organizations,  and  eligible  agencies  of  the  Federal  government.  Women  and 
minority  investigators  are  encouraged  to  apply.  Foreign  institutions  are  not  eligible  for  First  Independent 
Research  Support  and  Transition  (FIRST)  (R29)  awards. 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  requested  through  applications  for  a regular  research  grant  (ROD,  a small  grant  (R03), 
the  FIRST  award  (R29),  a cooperative  clinical  research  grant  (R10),  and  research  demonstrations  (R18). 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  announcement  will  vary,  it  is 
anticipated  that  the  size  of  the  awards  will  also  vary.  However,  for  fiscal  year  1993,  Congress  directed  NIMH 
to  spend  $15  million  on  behavioral  research  on  rural  and  Native  American  mental  health  issues. 

RESEARCH  OBJECTIVES 

Much  about  the  mental  health  needs  of  American  Indians,  Alaska  Natives,  and  Native  Hawaiians  is  unknown.  Little 
is  known  about  the  epidemiology  and  prevention  of  adult  or  child  mental  disorders;  co-occurring  substance  abuse 
disorders;  family  violence  and  family  dysfunction;  cultural,  economic,  or  geographic  barriers  to  care; 
appropriateness  and  effectiveness  of  treatment;  need  for  services;  and  service  use  patterns.  To  begin  to 
address  these  issues,  NIMH,  in  conjunction  with  the  National  Institute  on  Alcohol  Abuse  and  Alcoholism  and  the 
National  Institute  on  Drug  Abuse,  issued  a program  announcement  in  March  1990,  "Epidemiologic  and  Services 
Research  on  Mental  Disorders  that  Co-occur  with  Drug  and/or  Alcohol  Disorders  Among  American  Indians,  Alaska 
Natives,  and  Native  Hawaiians."  The  purpose  of  that  announcement  was  to  encourage  investigators  to  test  further 
the  reliability  and  validity  of  current  psychiatric  and  service  system  measures  for  native  populations  and  to 
begin  to  estimate  the  prevalence  of  disorders  and  service  use. 

This  announcement  is  intended  to  stimulate  a broader  range  of  mental  health  research  related  to  American 
Indians,  Alaska  Natives,  and  Native  Hawaiians.  By  addressing  issues  relating  to  epidemiology,  prevention, 
family  and  individual  coping  styles  and  resiliency,  family  violence,  and  service  use,  treatment,  and  quality 
of  care,  progress  can  be  made  toward  improving  the  quality  of  life  of  American  Indians,  Alaska  Natives,  and 
Native  Hawaiians  whose  lives  are  affected  by  mental  illness,  co-occurring  substance  abuse  disorders,  and 
often-related  family  dysfunction. 

In  part,  this  announcement  was  developed  in  coordination  with  the  Mental  Health  Programs  Branch  of  the  Indian 
Health  Service  (IHS).  A copy  of  the  Native  American  Mental  Health  Research  Agenda,  which  was  developed  in  1988 
by  the  Mental  Health  Program  Branch  of  the  IHS  and  is  an  Appendix  to  the  National  Plan  for  Native  American 
Mental  Health  Services  (April  1990),  may  be  obtained  by  contacting  the  NIMH  program  staff  member  listed  under 
INQUIRIES. 

Listed  below  are  examples  from  research  topic  areas  in  which  knowledge  about  the  mental  health  needs  of  and 
quality  of  care  provided  to  American  Indians,  Alaska  Natives,  and  Native  Hawaiians  is  lacking.  The  list  of 
examples  is  illustrative,  not  exhaustive;  it  is  expected  that  additional  important  research  topics  will  be 
identified  by  researchers  who  respond  to  this  announcement.  Investigator-initiated  projects  may  focus  on: 

Basic  Psychosocial  Processes 

o Individual  and  family  coping  styles  and  their  association  with  the  development  of  behavior  problems  and 
depression  in  American  Indian,  Alaska  Native,  and  Native  Hawaiian  children  and  adolescents 

o Child-rearing  practices  and  individual,  family,  and  community  characteristics  associated  with  adaptive 
individual  functioning  among  American  Indian,  Alaska  Native,  and  Native  Hawaiians 

o The  influence  of  cultural  definitions  of  normal  and  abnormal  behavior  among  American  Indian,  Alaska  Native, 
and  Native  Hawaiian  peoples  on  symptom  expression 

o The  impact  of  social  networks  and  supports  used  by  American  Indian,  Alaska  Native,  and  Native  Hawaiians  as 
buffers  against  stressful  circumstances  and  experiences 

Basic  Prevention  and  Behavioral  Medicine 

o The  role  of  environmental  stressors,  such  as  economic  strain  or  family  disruption,  in  the  etiology  of 
physical  and  mental  disorders  among  American  Indians,  Alaska  Natives,  and  Native  Hawaiians 

o Psychobiological  mechanisms  in  medical  illnesses  among  American  Indian,  Alaska  Native,  and  Native  Hawaiians 
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o Psychological  and  behavioral  consequences  of  physical  illnesses  and/or  substance  abuse  for  individual 
American  Indian,  Alaska  Native,  and  Native  Hawaiians  and  their  families 

Epidemiology 

o The  incidence  and  prevalence  of  mental  disorders  and  their  risk  factors,  including  co-occurring  substance 
abuse  disorders,  among  American  Indian,  Alaska  Native,  and  Native  Hawaiians 

o The  incidence  and  prevalence  of  mental  disorders  among  American  Indian,  Alaska  Native,  and  Native  Hawaiians 
with  chronic  physical  health  problems 

Prevention 

o The  modification  of  significant  cultural,  social,  and  psychological  factors  associated  with  suicide  and 
suicidal  behavior  among  American  Indians,  Alaska  Natives,  and  Native  Hawaiians 

o The  safety  and  effectiveness  of  culturally  specific  preventive  interventions  aimed  at  suicidal  behavior, 
depression,  and  alcohol  and  other  substance  abuse 

o The  enhancement  of  individual  and  family  styles  of  coping  with  behavior  problems  and  depression  in  American 
Indian,  Alaska  Native,  and  Native  Hawaiian  children  and  adolescents 

Family  and  community  violence 

o The  prevalence  of  physical  and  sexual  abuse  of  women,  children,  and  adolescents 

o The  role  of  physical  and  sexual  abuse  in  the  suicidal  behavior  among  American  Indian,  Alaska  Native,  and 
Native  Hawaiian  adolescents 

o The  prevalence  of  serious  violent  behavior  within  American  Indian,  Alaska  Native,  and  Native  Hawaiian 
communities  and  the  role  of  substance  abuse  in  violence  Service  use  and  quality  of  care 

o The  effect  of  social,  economic,  cultural,  and  psychological  factors  on  choice  of  care-giver  for  mental  health 
problems  and  treatment  outcomes 

o Assessment  of  the  reliability,  validity,  and  cost-  effectiveness  of  various  methods  used  to  screen  for  mental 
disorders,  substance  abuse,  and  family  violence  among  American  Indian,  Alaska  Native,  and  Native  Hawaiians 

o Assessment  of  the  reliability  and  validity  of  current  diagnostic  and  assessment  instruments  and  functional 
assessments  for  American  Indian,  Alaska  Native,  and  Native  Hawaiian  populations  in  public  health  and  mental 
health  settings 

o Availability  and  use  of  mental  health,  substance  abuse,  and  social  services  by  American  Indian,  Alaska 
Native,  and  Native  Hawaiian  persons  with  mental  disorders,  particularly  with  co-occurring  substance  abuse 
disorders 

o The  effectiveness  of  mental  health  and  substance  abuse  treatments  which  combine  traditional  and  Western 
medicine 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  requires  inclusion  of  minorities  and  females  in  research  study  populations.  Since  this  announcement 
requests  research  focusing  only  on  minority  populations  (American  Indians,  Alaska  Natives,  and  Native 
Hawaiians),  these  instructions  apply  only  to  the  inclusion  of  females.  Applications  in  response  to  this 
announcement  are  required  to  include  both  genders  in  study  populations  so  that  research  findings  can  be  of 
benefit  to  all  persons  at  risk  of  the  disease,  disorder  or  condition  under  study.  It  is  expected  that  special 
emphasis  will  be  placed  on  the  need  for  inclusion  of  women  in  studies  of  diseases,  disorders,  and  conditions 
which  disproportionately  affect  them.  This  policy  applies  to  all  research  involving  human  subjects  and  human 
materials,  and  applies  to  males  and  females  of  all  ages.  If  one  gender  is  excluded  or  is  inadequately 
represented  in  this  research,  particularly  in  proposed  population-based  studies,  clear  compelling  rationale  for 
exclusion  or  inadequate  representation  should  be  provided.  In  addition,  gender  issues  should  be  addressed  in 
developing  a research  design  and  sample  size  appropriate  for  the  scientific  objectives  of  the  study. 

Applications  for  support  of  research  must  employ  a study  design  with  representation  of  males  and  females  (by 
age  distribution,  risk  factors,  incidence/prevalence,  etc.)  appropriate  to  the  scientific  objectives  of  the 
research.  It  is  not  an  automatic  requirement  for  the  study  design  to  provide  statistical  power  to  answer  the 
questions  posed  for  men  and  women  separately;  however,  whenever  there  are  scientific  reasons  to  anticipate 
differences  between  men  and  women,  with  regard  to  the  hypothesis  under  investigation,  applicants  should  include 
an  evaluation  of  these  gender  group  differences  in  the  proposed  study.  If  adequate  inclusion  of  one  gender  is 
impossible  or  inappropriate  with  respect  to  the  purpose  of  the  research,  because  of  the  health  of  the  subjects, 
or  other  reasons,  or  if  in  the  only  study  population  available,  there  is  a disproportionate  representation  of 
one  gender,  the  rationale  for  the  study  population  must  be  well  explained  and  justified.  Control  group 
comparisons  are  encouraged  in  all  research. 

For  research  awards  that  are  covered  by  these  special  instructions  for  this  particular  announcement,  awardees 
will  report  annually  on  enrollment  of  women  and  men  as  subjects. 
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APPLICATION  PROCEDURES 


Applicants  are  to  use  the  research  grant  application  form  PHS  398  (rev.  9/91).  The  number  (PA-93-53)  and  title 
of  this  announcement,  "American  Indian,  Alaska  Native,  and  Native  Hawaiian  Mental  Health  Research,"  must  be 
typed  in  item  2a  on  the  face  page  of  the  application  form.  Applicants  must  also  specify  which  support  mechanism 
they  are  applying  under,  e.g.,  FIRST,  small  grant,  RIO. 

Application  kits  containing  the  necessary  forms  may  be  obtained  from  IHS  Area  offices  and  business  offices; 
offices  of  sponsored  research  at  most  universities,  colleges,  medical  schools,  and  other  major  research 
facilities;  and  from  the  Grants  Management  Branch,  National  Institute  of  Mental  Health,  5600  Fishers  Lane,  Room 
7C-05,  Rockville,  MD  20857,  telephone  301/443-4414. 

The  signed  original  and  five  legible  copies  of  the  completed  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Uestwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  initial  review  group  (IRG)  composed 
primarily  of  non-Federal  scientific  experts.  Final  review  is  by  the  appropriate  National  Advisory  Council; 
review  by  Council  may  be  based  on  policy  considerations  as  well  as  scientific  merit.  By  law,  only  applications 
recommended  for  consideration  for  funding  by  the  Council  may  be  supported.  Summaries  of  IRG  recommendations 
are  sent  to  applicants  as  soon  as  possible  following  IRG  review. 

Criteria  to  be  considered  in  evaluating  applications  for  scientific/technical  merit  include: 

o Scientific,  technical,  or  medical  significance  and  originality  of  the  proposed  research 

o Appropriateness  and  adequacy  of  the  research  approach  and  methodology  proposed  to  carry  out  the  research 

o Qualifications  and  research  experience  of  the  Principal  Investigators  and  staff,  particularly  but  not 
exclusively  in  the  area  of  the  proposed  research 

o Availability  of  resources  necessary  to  the  research 

o Appropriateness  of  the  proposed  budget  and  duration  in  relation  to  the  proposed  research 

o Adequacy  of  the  proposed  means  for  protecting  against  or  minimizing  adverse  effects  to  human  and/or  animal 
subjects 

AWARD  CRITERIA 

As  part  of  the  NIMH  Public-Academic  Liaison  (PAL)  initiative,  special  encouragement  is  given  to  applications 
that  involve  active  collaborations  between  academic  researchers  and  public  sector  agencies  in  planning, 
undertaking,  analyzing,  and  publishing  research  pertaining  to  persons  with  severe  mental  illness.  The  PAL 
initiative  is  based  on  the  premise  that  important  new  advances  in  understanding  and  treatment  of  severe  mental 
illness  can  result  from  improved  linkages  between  the  Nation's  scientific  resources  and  the  public  sector 
agencies  and  programs  in  which  many  persons  with  severe  mental  illness  receive  their  care.  The  scope  of  the 
PAL  initiative  encompasses  public  sector  agencies  of  all  types  that  deal  with  children,  adolescents,  adults, 
and  elderly  persons  with  severe  mental  disorders. 

In  addition,  preference  in  funding  will  be  given  to  projects  that  include,  but  do  not  necessarily  focus  on, 
American  Indian,  Alaska  Native,  and  Native  Hawaiians  living  in  urban  settings  and  projects  that  include  females 
in  study  populations. 

Factors  considered  in  determining  which  applications  will  be  funded  include  IRG  and  Council  recommendations, 
PHS  program  needs  and  priorities,  and  availability  of  funds. 

INQUIRIES 

NIMH  staff  are  available  for  consultation  concerning  proposal  development  in  advance  of  or  during  the  process 
of  preparing  an  application. 

Applicants  with  questions  about  the  Indian  Health  Service  and  questions  about  the  feasibility  of  particular 
research  approaches  with  American  Indian  and  Alaska  Native  peoples,  particularly  for  research  demonstrations, 
should  contact  the  NIMH  staff  member  listed  below.  She  can  provide  a list  that  includes  the  names,  addresses, 
and  phone  numbers  of  the  Mental  Health  Branch  Chiefs  in  the  12  IHS  Service  Units  and  of  the  Chief  of  the 
headquarters  IHS  Mental  Health  Program  Branch. 

Potential  applicants  should  contact  NIMH  as  early  as  possible  for  information  and  assistance  in  initiating  the 
application  process  and  developing  an  application.  The  NIMH  program  staff  member  listed  below  may  be  contacted 
for  further  information  and  assistance: 
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Ann  A.  Hohmann,  Ph.D.,  M.P.H. 

Division  of  Epidemiology  and  Services  Research 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  10C-06 
Rockville,  MD  20857 
Telephone:  (301)  443-3364 

For  further  information  on  grants  management  issues,  applicants  may  contact: 

Diana  S.  Trunnell 

Assistant  Chief,  Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-15 
Rockville,  MD  20857 
Telephone:  (301)  443-3065 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.242,  Mental  Health  Research  Grants. 
Awards  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as 
amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  adninistered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  52  and  45  CFR  Part  74.  This  announcement  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372,  as  implemented  through  DHHS  regulations  at  45  CFR  Part  100,  or  Health 
Systems  Agency  Review. 


“THE  MAILING  ADDRESS  GA/EN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbaid  Avenue 
Bethesda,  MD  20816 
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NOTICES 


CHANGE  IN  FELLOWSHIP  RECEIPT  DATES  AND  USE  OF  NEW  FELLOWSHIP  FORM  (REV.  10/91)  1 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

GUIDELINES  FOR  DEMONSTRATION  AND  EDUCATION  RESEARCH  GRANTS  2 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 

NATIONAL  HUMAN  SUBJECTS  PROTECTION  WORKSHOPS  2 

National  Institutes  of  Health 
Food  and  Drug  Administration 

INDEX:  NATIONAL  INSTITUTES  OF  HEALTH;  FOOO  AND  DRUG  ADMINISTRATION 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


EARLY  DETECTION  RESEARCH  NETWORK  (MAA  NCI -CN-35537-50)  3 

National  Cancer  Institute 
INDEX:  CANCER 

ISOLATION  AND  CHARACTERIZATION  OF  MHC- BOUND  SELF  PEPTIDES  IN  AUTOIMMUNE  DISEASE 

(BAA/RFP  NIH-NIAID-DMID-94-15)  3 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

ACQUISITION.  CHARACTERIZATION.  MAINTENANCE.  AND  DISTRIBUTION  OF  HYBRIDOMA  CELL  LINES  AND  DATA  BANK 

(RFP  NIH-NIAID-DAIT-94-09)  4 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

PREPARATION  OF  IMMUNOCONJUGATES  (RFP  NCI -CM-37843-37)  4 

National  Cancer  Institute 
INDEX:  CANCER 


EXPLORATORY  CENTER  GRANTS  FOR  RESEARCH  ON  HEALTH  PROMOTION  IN  OLDER  MINORITY  POPULATIONS  (RFA  AG-93-04)  . 5 

National  Institute  on  Aging 
INDEX:  AGING 


COOPERATIVE  BREAST  CANCER  TISSUE  REGISTRY  (RFA  CA-93-19)  7 

National  Cancer  Institute 
INDEX:  CANCER 

FOLLOU-UP  OF  DES-ASSOC1 ATED  CLEAR  CELL  ADENOCARCINOMA  (RFA  CA-93-12)  9 

National  Cancer  Institute 
INDEX:  CANCER 

NON- IMMUNE  DEFENSE  AGAINST  TUBERCULOSIS  IN  THE  LUNG  (RFA  HL-93-13L)  12 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 


ONGOING  PROGRAM  ANNOUNCEMENTS 

AMYOTROPHIC  LATERAL  SCLEROSIS  (PA-93-54)  14 

National  Institute  of  Neurological  Disorders  and  Stroke 
INDEX:  NEUROLOGICAL  DISORDERS,  STROKE 


This  publication  is  also  available  electronically  to  institutions  via  BTTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer.  Contact  Dr.  John  James  at  301/496-7554  for  details,  or  send  an  E-mail  message  to  ZNS@NIHCU. 


NOTICES 

CHANGE  IN  FELLOWSHIP  RECEIPT  DATES  AND  USE  OF  NEM  FELLOWSHIP  FORM  (REV.  10/91) 

1 

NIH  GUIDE.  Volume  22,  Number  7,  February  19,  1993 
P.T.  22;  K.W.  0720005,  1014006 
National  Institutes  of  Health 

Effective  April  1,  1993,  there  will  be  a change  in  receipt  dates  for  applications  to  the  PHS  for  individual 
National  Research  Service  Awards  (NRSAs  --  fellowships,  the  F-series  awards).  This  change  was  made  subsequent 
to  the  merger  of  the  former  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA)  research  Institutes 
with  the  NIH.  The  three  new  Institutes,  the  National  Institute  on  Alcohol  Abuse  and  Alcoholism,  the  National 
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Institute  on  Drug  Abuse,  and  the  National  Institute  of  Mental  Health,  will  now  expedite  the  review  of  NRSA 
fellowship  applications  in  accordance  with  this  longstanding  NIH  practice.  The  new  receipt  dates  will  apply 
to  all  individual  fellowship  applications  (F-series)  submitted  to  the  NIH  Institutes  and  Centers  and  to  the 
Agency  for  Health  Care  Policy  and  Research. 

The  new  receipt  dates  will  be:  April  5,  August  5,  and  December  5 

NOTE:  The  most  recent  application  form,  PHS  416-1  (rev.  10/91)  must  be  used.  Applications  using  older  forms 
will  be  returned  without  review. 

GUIDELINES  FOR  DEMONSTRATION  AM)  EDUCATION  RESEARCH  GRANTS 


NIH  GUIDE.  Volume  22,  Number  7,  February  19,  1993 
P.T.  34;  K.W.  0715040,  0403004,  0502017 
National  Heart,  Lung,  and  Blood  Institute 

Guidelines  for  Demonstration  and  Education  Research  Grants  plus  updated  supplemental  instructions  for  the 
preparation  of  applications  for  these  grants  for  submission  to  the  National  Heart,  Lung,  and  Blood  Institute 
(NHLBI ) are  available. 

INQUIRIES 

All  applicants  who  plan  to  submit  applications  for  Demonstration  and  Education  Research  Grants  to  NHLBI  may 
obtain  a copy  by  calling  the  Review  Administrator  for  Demonstration  and  Education  Research,  Review  Branch,  NHLBI 
(301-496-7363). 

NATIONAL  HUMAN  SUBJECTS  PROTECTION  WORKSHOPS 

NIH  GUIDE.  Volume  22,  Number  7,  February  19,  1993 

P.T.  42;  K.U.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  continuing  to  sponsor 
a series  of  workshops  on  responsibilities  of  researchers,  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest 
in  research  involving  human  persons  and  those  currently  serving  or  about  to  begin  serving  as  a member  of  an  IRB. 
Issues  discussed  at  these  workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The  current 
schedule  includes: 

NORTHWESTERN  WORKSHOP 

DATES:  May  19,  20,  21,  1993 

LOCATION 

Sheraton  Hotel,  Anchorage,  AK 
SPONSORS 

University  of  Alaska  - Anchorage,  Anchorage,  AK 
Northwest  Indian  College,  Bellingham,  WA 
Indian  Health  Services,  Tucson,  AZ 

REGISTRATION 
Ms.  Ann  Howell 

Coordinator  of  Conferences  and  Institutes 
University  of  Alaska  - Anchorage 
2221  East  Northern  Lights,  Suite  205 
Anchorage,  AK  99508 
Telephone:  (907)  278-8821 

TITLE:  Basic  Training  Session  - Research  Benefits  and  Risks  to  Individuals  and  Communities:  Legal  and  Ethical 
Perspectives 

DESCRIPTION:  This  conference  will  explore  the  legal  and  ethical  perspectives  of  social  and  biomedical  research. 
Protecting  the  individual  rights  of  hunan  research  subjects  is  of  prime  concern,  but  so  is  protecting  the  rights 
of  communities  of  individuals.  This  is  especially  true  for  indigenous  peoples.  The  conference  is  designed  to 
be  of  interest  to  social  and  biomedical  researchers,  IRB  members,  students,  agency  personnel,  indigenous 
peoples,  and  others  interested  in  the  rights  of  individuals  and  communities.  Opportunities  for  informal 
discussion  and  exchange  will  supplement  the  panel  and  breakout  group  format.  Reports  from  the  simultaneous 
group  sessions  will  be  made. 

Participants  will  learn  how  regulations  and  community  participation  can  protect  human  subjects  in  research, 
explore  the  notion  of  protecting  communities  from  research  risks,  examine  the  impact  of  recent  court  rulings 
on  research  risks,  interact  with  others  interested  in  research  risk  issues,  and  make  recommendations  to  agency 
and  other  personnel. 
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For  information  regarding  these  workshops  and  future  NIH/FDA  National  Human  Subjects  Protection  Workshops, 
contact: 

Ms.  Darlene  Marie  Ross 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


EARLY  DETECTION  RESEARCH  NETWORK 

NIH  GUIDE.  Volume  22,  Number  7,  February  19,  1993 
MAA  AVAILABLE:  NCI -CN-35537-50 
P.T.  34;  K.U.  0780020,  1002004 
National  Cancer  Institute 

The  National  Cancer  Institute  (NCI),  Division  of  Cancer  Prevention  and  Control,  in  its  annual  requirement  to 
seek  new  sources,  is  soliciting  proposals  for  the  Early  Detection  Research  Network  (EDRN)  to  increase  the  number 
of  Master  Agreement  (MA)  holders  originally  awarded  under  MAA  No.  NCI -CN-15340-04.  Current  MA  holders  for  this 
program  are  not  required  to  submit  a proposal.  The  required  service  will  be  defined  by  Master  Agreement  Orders 
issued  during  the  period  of  performance. 

The  scope  of  the  Master  Agreement  includes:  (1)  establishment  of  a tissue  bank  of  normal,  premal ignant,  and 
malignant  tissues  by  the  collection  and  storage  of  tissues  and  associated  fluids  in  order  to  identify  potential 
cellular  and  molecular  markers  for  early  detection.  Initially,  the  project  will  focus  on  tissues  of  the  colon 
and  rectum,  lung,  prostate,  and  urinary  bladder.  In  addition,  there  will  be  an  associated  database  with 
demographic  information,  exposure  to  potential  carcinogens  and  risk  factors  on  the  subjects  from  whom  specimens 
have  been  obtained;  and  (2)  coordinate  cellular  and  molecular  studies  on  these  tissues  with  the  goal  of 
developing  new  procedures  assessing  the  sequence  of  genetic  alterations  in  protooncogenes,  analyzing  allelic 
deletions  of  suppressor  genes,  identifying  activated  oncogenes,  identifying  oncogene  products  suitable  for 
evaluating  neoplastic  progression,  and  developing  cellular  and  molecular  markers  that  will  identify  individuals 
who  are  at  high  risk  of  cancer. 

INQUIRIES 

Requests  for  this  solicitation  must  be  in  writing  and  reference  MAA  No.  NCI -CN-35537-50.  The  Master  Agreement 
Announcement  (MAA)  will  be  available  approximately  February  25,  1993,  and  responses  will  be  due  by  COB  April 
8,  1993.  Requests  are  to  be  addressed  to: 

Ms.  Karen  L.  McFarlane,  Contract  Specialist 
Research  Contracts  Branch,  PCCS 
National  Cancer  Institute 
Executive  Plaza  South,  Room  635 
Bethesda,  MD  20892 
Telephone:  (301)  496-8603 

ISOLATION  AMD  CHARACTERIZATION  OF  MHC-BOUND  SELF  PEPTIDES  IN  AUTOIMMUNE  DISEASE 

NIH  GUIDE.  Volume  22,  Number  7,  February  19,  1993 
BAA/RFP  AVAILABLE:  NIH-NIAID-DM ID- 94-15 
P.T.  34;  K.U.  0715015,  0760060,  0755010,  0765033 
National  Institute  of  Allergy  and  Infectious  Diseases 

The  Division  of  Microbiology  and  Infectious  Diseases  Program  of  the  National  Institute  of  Al lergy  and  Infectious 
Diseases  (NIAID),  has  a requirement  for  Isolation  and  Characterization  of  MHC-Bound  Self  Peptides  in  Autoimmune 
Disease.  The  Clinical  Immunology  Branch,  DMID,  NIAID,  promotes  and  supports  research  leading  to  the  elucidation 
of  the  immune  mechanisms  in  disease  and  in  the  application  of  this  basic  knowledge  to  the  development  of  new 
forms  of  diagnosis  and  treatment  for  immunologic  diseases.  The  foci  of  this  Broad  Agency  Announcement  (BAA) 
are:  Research  Area  A - Isolation,  biochemical  characterization,  and  detailed  analysis  of  biological  activity 
of  MHC-bound  self-peptides  linked  to  the  pathogenesis  of  autoimmune  disease  and  Research  Area  B - Development 
and  implementation  of  new  experimental  systems  to  test  pathogenicity  of  human  lymphoid  cells  reactive  with 
self-peptides.  This  NIAID  sponsored  project  will  take  approximately  five  years  to  complete. 

A cost- reimbursement  contract  is  anticipated.  It  is  anticipated  that  up  to  five  awards  will  be  made.  This  is 
an  announcement  for  an  anticipated  Broad  Agency  Announcement  (BAA)/Request  for  Proposal  (RFP).  BAA/RFP  No. 
NIH-NIAID-DMID-94-15  will  be  issued  on  or  about  February  19,  1993,  with  a closing  date  tentatively  set  for  July 
6,  1993. 

INQUIRIES 

To  receive  a copy  of  the  RFP,  supply  this  office  with  two  self-addressed  mailing  labels.  All  responsible 
sources  may  submit  a proposal  that  will  be  considered.  Requests  for  the  RFP  may  be  directed  in  writing  to: 
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Anthony  Murray,  Contracting  Officer 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  3C07 
6003  Executive  Boulevard 
Bethesda,  MD  20892 

This  advertisement  does  not  commit  the  Government  to  award  a contract. 

ACQUISITION.  CHARACTERIZATION.  MAINTENANCE.  AND  DISTRIBUTION  OF  HYBRIDOHA  CELL  LINES  AND  DATA  BANK 

NIH  GUIDE.  Volume  22,  Nunber  7,  February  19,  1993 
RFP  AVAILABLE:  NIH-NIAID-DAIT-94-09 
P.T.  34;  K.U.  0780015,  0760030 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Division  of  Allergy  and  Immunological  Transplantation  of  the  National  Institute  of  Allergy  and  Infectious 
Diseases  (NIAID),  has  a requirement  for  the  acquisition,  storage  (in  frozen  state),  and  distribution  of 
hybridoma  cell  lines  to  scientific  investigators  and  for  the  operation  of  the  existing  hybridoma  data  bank  to 
acquire  and  disseminate  information  about  the  construction  of  hybridomas  on  an  international  level.  The  offeror 
must  have  the  experience  to  successfully  expand  acquired  hybridoma  lines  in  continuous  culture,  characterize 
cell  lines  with  respect  to  viability,  productivity,  and  absence  of  microbial  contamination,  and  cryopreserve 
the  lines.  The  offeror  must  also  have  experience  in  shipping  frozen  biological  material  worldwide.  Ability 
to  perform  extensive  computer  literature  searches  and  to  organize,  store  and  make  available  to  investigators 
voluminous  information  about  hybridomas  is  also  required. 

The  NIAID-sponsored  project  will  take  approximately  five  years  to  complete.  A cost-reimbursement  type  contract 
is  anticipated.  It  is  anticipated  that  one  award  will  be  made.  This  is  an  announcement  for  an  anticipated 
Request  for  Proposal  (RFP).  RFP  No.  NIH-NIAID-DAIT-94-09  will  be  issued  on  or  about  February  19,  1993,  with 
a closing  date  tentatively  set  for  April  19,  1993. 

INQUIRIES 

To  receive  a copy  of  the  RFP,  supply  this  office  with  two  self-addressed  mailing  labels.  All  responsible 
sources  may  submit  a proposal  that  will  be  considered.  Requests  for  the  RFP  are  to  be  directed,  in  writing, 
to: 

Dawn  Kotzen,  Contract  Specialist 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  3C07 
6003  Executive  Boulevard 
Bethesda,  MD  20892 

This  advertisement  does  not  commit  the  Government  to  award  a contract. 

PREPARATION  OF  I WUNOCON JUGATE S 

NIH  GUIDE.  Volume  22,  Number  7,  February  19,  1993 

RFP  AVAILABLE:  NCI -CM-37843-37 

P.T.  34;  K.U.  0715035,  0760045 

National  Cancer  Institute 

The  Biological  Resource  Branch  of  the  Biological  Response  Modifiers  Program  Division  of  Cancer  Treatment, 
National  Cancer  Institute  (NCI),  is  interested  in  receiving  proposals  from,  and  establishing  Master  Agreements 
with,  offerors  who  have  the  capability  in  Preparation  of  Immunoconjugates.  The  purpose  of  this  procurement  is 
to  prepare  various  preclinical  and  clinical  grade  monoclonal  antibodies/targeting  agents  with  ligands  such  as 
chelating  agents,  toxins,  cytotoxic  agents,  or  other  targeting  molecules.  Although  the  NCI  wishes  to  be 
flexible  in  the  nature  of  their  request,  it  is  primarily  interested  in  the  preparation  of  immunoconjugates 
including  monoclonal  antibody  chelates,  that  can  bind  various  radionuclides  and  immunotoxins.  Monoclonal 
antibodies  (or  other  targeting  agents)  supplied  by  the  NCI  will  be  chemically  conjugated  to  various  ligands  such 
as  chelating  agents  and  toxins  using  procedures  that  have  appeared  in  peer-reviewed  journals.  It  is  anticipated 
that  the  offeror  will  prepare  milligram  quantities  (approximately  50  to  1000  mg)  each  of  purified  ligand 
conjugated  monoclonal  antibodies,  antibody  fragments,  or  other  targeting  molecules  as  specified  by  the  NCI  under 
conditions  of  GLP  and/or  GMP.  The  offeror  will  evaluate  these  immunoconjugates  for  purity,  stability, 
immuno- reactivity,  and  other  criteria  as  specified  by  the  NCI  for  their  potential  as  diagnostic  and/or 
therapeutic  agents.  Multiple  awards  may  be  made  to  qualified  offerors  responding  to  this  RFP. 

Master  Agreement  Announcement  (MAA)  No.  NCI -CM-37843-37  will  be  issued  upon  request  on  or  about  March  1,  1993 
and  proposals  will  be  due  approximately  six  weeks  after  issuance  of  the  MAA. 

INQUIRIES 

To  obtain  a copy  of  MAA  No.  NCI-CM-37843-37  send  a written  request  to: 
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Ms.  Patricia  Lightner 
Research  Contracts  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  603 
Rockville,  MD  20852 
Telephone:  (301)  496-8020 

\ 

No  collect  calls  will  be  accepted. 

EXPLORATORY  CENTER  GRANTS  FOR  RESEARCH  ON  HEALTH  PROMOTION  IN  OLDER  MINORITY  POPULATIONS 

NIH  GUIDE.  Volume  22,  Number  7,  February  19,  1993 

RFA  AVAILABLE:  AG-93-04 

P.T.  34,  FF;  K.U.  0710010,  0745035 

National  Institute  on  Aging 

Letter  of  Intent  Receipt  Date:  March  10,  1993 
Application  Receipt  Date:  April  19,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOU. 

PURPOSE 

This  RFA  aims  to  establish  Exploratory  Centers  for  Research  on  Health  Promotion  in  Older  Minority  Populations. 
The  Exploratory  Centers  will  conduct  pilot  research  and  plan  for  a program  of  medical,  behavioral  and  social 
research,  medical  and  psychosocial  interventions,  and  programs  of  health  education  and  community  outreach  aimed 
at  improving  the  health  status  of  older  ethnic  minority  populations.  It  is  anticipated  that  support  of 
exploratory  centers  will  lead  to  the  development  of  applications  for  Research  Centers  in  Health  Promotion  in 
Older  Minority  Populations. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000",  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Exploratory  Center 
Grants  for  Research  on  Health  Promotion  in  Older  Minority  Populations,  is  related  to  the  priority  areas  of 
diabetes  and  chronic  disabling  conditions,  cancer,  heart  disease  and  stroke,  physical  activity,  and  educational 
and  community-based  programs.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private 
institutions,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Applicants  must  demonstrate  access  to  and  ability  to  work  with 
the  selected  minority  populations.  Applications  from  minority  investigators  and  institutions,  and/or 
collaborations  involving  predominantly  minority  institutions  are  encouraged,  especially  those  minority 
institutions  with  medical  and/or  clinical  components,  or  programs  of  medical  research  oriented  to  minority 
populations.  Awards  will  not  be  made  to  foreign  institutions. 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  RFA  is  the  exploratory  center  grant  (P20).  Such  awards  cover  a variety  of 
research  and  related  activities  focused  around  a common  theme  or  specific  area  of  interest.  The  Exploratory 
Center  resulting  from  this  RFA  should  consist  of  small  scale  studies  of  factors  influencing  health  of  older 
minorities,  including  development  and  evaluation  of  interventions  based  on  knowledge  of  risk  factors  for  ill 
health,  and  development  of  programs  of  health  education  aimed  at  communities  of  older  minorities.  In  addition, 
the  Exploratory  Center  will  include  an  administrative  and  planning  core  that  provides  administrative, 
coordination,  research  planning,  logistical,  and  methodological  support. 

A maximum  of  three  years  support  may  be  requested.  The  award  may  be  renewed  for  an  additional  two  years  based 
on  competitive  application  and  review.  The  Exploratory  Centers  award  is  expected  to  lead  to  a competing 
continuation  application  for  a P50  Center  Grant  award.  All  current  policies  and  requirements  that  govern  the 
research  grant  programs  of  the  NIH  will  apply  to  grants  awarded  in  connection  with  this  RFA.  A maximum  of 
$500,000  direct  costs  for  the  first  year  excluding  all  indirect  costs  requested  within  the  consortium  budgets 
may  be  requested. 

FUNDS  AVAILABLE 

An  estimated  $2,000,000  will  be  made  available  in  Fiscal  Year  1993  for  support  of  awards  made  under  this  RFA. 
It  is  expected  that  up  to  three  awards  will  be  made.  Requests  that  exceed  this  amount  will  be  returned  without 
review.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit.  Awards  pursuant  to  the  RFA  are  contingent  upon  the  availability  of  funds  for  the  purpose. 
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RESEARCH  OBJECTIVES 


The  goal  of  this  RFA  is  to  support  the  establishment  of  Exploratory  Centers  that  conduct  medical,  behavioral 
and  social  research  and  related  activities  necessary  to  understanding  and  improving  the  health  status  of 
minority  aging  populations.  Each  center  should  be  organized  around  a central  theme.  Such  centers  should  be 
based  on  integrated  research  and  related  activities  relevant  to  the  proposed  theme  of  the  research  of  the 
center.  The  application  should  include  an  introduction  that  describes  the  overall  research  focus  and  how  the 
individual  projects,  including  interventions  and  projects  of  community  education  and  outreach  are  linked  to  the 
central  focus,  and  how  the  projects  support  each  other. 

Individual  models  will  vary,  but  the  centers  overall  should  focus  on  descriptive  as  well  as  hypothesis  testing 
research,  pilot/feasibility  studies,  methodological  development,  clinical  and  behavioral  interventions,  and 
community  outreach  and  education.  Each  center  must  demonstrate  strong  intellectual  leadership  and  the 
availability  of  researchers  knowledgeable  about  health  and  aging  among  ethnic  minority  populations,  especially 
members  of  the  minority  group  of  focus.  Through  its  activities  the  center  should  demonstrate  the  potential  to 
become  a major  national  scientific  research  resource  on  health  of  ethnic/minority  older  populations.  It  is 
anticipated  that  the  future  major  national  research  center  will  be  supported  through  the  P50  grant  mechanism. 

Each  Exploratory  Center  must  include  an  administrative  core,  small  scale  research  and  an  intervention  component, 
including  evaluation  of  the  interventions(s).  It  is  optional  that  the  health  education  and  community  outreach 
component  be  part  of  the  application  package. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  minorities  and  women  in  study  populations.  If  minorities  or  women  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  must  be  provided.  This  RFA  is  directed  specifically  at  studies 
of  older  minority  populations,  and  includes  studies  of  both  males  and  females.  The  rationale  for  focussing  on 
particular  ethnic  or  racial  groups  must  be  included. 

LETTERS  OF  INTENT 

Prospective  applicants  are  asked  to  submit  a letter  of  intent  that  includes  identification  of  other 
participating  investigators  and  institutions,  and  a descriptive  title.  The  NIA  requests  such  letters  only  for 
the  purpose  of  providing  an  indication  of  the  nunber  and  scope  of  applications  to  be  received  and,  therefore, 
usually  does  not  acknowledge  their  receipt.  A letter  of  intent  is  not  binding,  will  not  enter  into  the  review 
of  any  application  subsequently  submitted,  nor  is  it  a necessary  requirement  for  application. 

The  letter  of  intent  is  to  be  received  no  later  than  March  10,  1993  and  is  to  be  sent  to  Shirley  P.  Bagley  at 
the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Prospective  applicants  are  advised  to  communicate  with  indicated  contacts  listed  in  the  RFA  as  early  as  possible 
in  the  planning  phase  of  application  preparation.  NIA  staff  are  available  to  assist  applicants  to  ensure  that 
the  objectives,  structure,  and  the  budget  format  for  the  proposed  Exploratory  Center  are  acceptable. 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  This  form 
is  available  in  the  applicant  institution's  office  of  sponsored  research  or  business  office  and  from  the  Office 
of  Grants  Inquires,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892-9912, 
telephone  (301)  496-7441. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  NIA  staff  will  review  applications  for  completeness  and  responsiveness.  Applications  that  do  not 
conform  to  instructions,  that  are  incomplete,  nonresponsive  to  this  RFA,  or  exceed  the  maximum  first  year  direct 
cost  limit  of  $500,000  excluding  direct  costs  within  consortium  budgets  will  be  returned  to  the  applicant 
without  further  consideration.  Applications  may  be  subjected  to  triage  by  a peer  review  group  to  determine  the 
scientific  merit  relative  to  other  applications  in  response  to  this  RFA.  The  NIA  will  withdraw  from  further 
competition  those  applications  judged  by  triage  to  be  noncompetitive  for  award  and  notify  the  applicant  and 
institutional  official.  Applications  judged  to  be  competitive  will  undergo  further  scientific  merit  review  by 
an  initial  review  group  (IRG)  within  the  NIA.  The  second  level  of  review  will  be  provided  by  the  National 
Advisory  Council  on  Aging. 

The  most  important  criteria  for  scientific  merit  review  will  be  the  proposed  Center's  demonstrated  potential 
to  develop  an  integrated  program  of  research,  related  intervention  testing  and  programs  aimed  at  improved  health 
of  older  minority  populations  and  the  potential  to  develop  into  a major  scientific  research  response  on  health 
of  older  minorities.  Evidence  of  past  involvement  in  related  research  and  activities  and  specific  plans  for 
future  activities  will  be  considered  part  of  that  potential. 

INQUIRIES 

Inquiries  concerning  this  RFA  are  encouraged  in  order  to  clarify  issues  or  questions.  Such  inquires  from 
prospective  applicants  are  welcome. 

Direct  inquires  regarding  programmatic  issues  and  requests  for  the  RFA  to: 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  7 - February  19,  1993 

6 


Shirley  P.  Bagley 
National  Institute  on  Aging 
Building  31,  Room  5C35 
Bethesda,  MD  20892 
Telephone:  (301)  496-0765 
FAX:  (301)  496-2525 

Direct  inquires  regarding  fiscal  matters  to: 

Joseph  Ellis 

National  Institute  on  Aging 
Gateway  Building,  Suite  2N212 
7201  Wisconsin  Avenue 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 
FAX:  (301)  402-3672 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  Number  93.866.  Awards  are  made  under 
the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241)  and  administered  under  PHS  grant 
policies  and  Federal  Regulations,  most  specifically  at  42  CFR  Part  52  and  45  CFR  Part  74.  Special  Terms  of 
Awards  applying  to  projects  funded  in  response  to  this  RFA  are  in  addition  to,  and  not  in  lieu  of,  otherwise 
applicable  0MB  administration  guidelines,  HHS  grant  administrative  regulations  at  45  CFR  Part  74,  and  other  HHS, 
PHS,  and  NIH  grant  administration  policies.  Awardees  will  maintain  custody  of  and  primary  rights  to  their  data 
developed  under  their  awards,  subject  to  Government  rights  of  access,  consistent  with  current  HHS,  PHS,  and  NIH 
policies.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  agency  review. 

COOPERATIVE  BREAST  CANCER  TISSUE  REGISTRY 


NIH  GUIDE.  Volume  22,  Number  7,  February  19,  1993 
RFA  AVAILABLE:  CA-93-19 
P.T.  34;  K.U.  0715035,  0780030,  0780020 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  March  15,  1993 
Application  Receipt  Date:  April  29,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Cancer  Diagnosis  Branch  of  the  Division  of  Cancer  Biology,  Diagnosis  and  Centers  at  the  National  Cancer 
Institute  (NCI)  invites  applications  for  cooperative  agreements  from  organizations  (individual  institutions  or 
consortia)  capable  of  and  interested  in  participating  in  a network  of  organizations  working  together  as  the 
Cooperative  Breast  Cancer  Tissue  Registry.  The  purpose  of  the  Registry  is  to  stimulate  cooperative  efforts  to 
identify  and  improve  access  to  archival  breast  cancer  tissue  and  other  appropriate  breast  specimens  and 
associated  clinical  and  outcome  data  for  the  evaluation  of  predictive  and  diagnostic  markers.  The  goal  of  the 
Registry  is  to  improve  access  to  breast  cancer  tissue  specimens  for  the  evaluation  of  predictive  markers.  The 
Cooperative  Breast  Cancer  Tissue  Registry  will  provide  resources  to  enable  participating  organizations  to 
inventory  their  tissue  collections  and  to  establish  a database  for  existing  associated  clinical  and  outcome 
data.  It  will  also  provide  resources  to  identify,  obtain  and  provide  tissues  and  patient  data  to  investigators 
for  predictive  marker  studies  as  approved  by  a Research  Evaluation  and  Decision  Panel,  as  described  in  the  RFA. 
While  initial  focus  of  the  Registry  is  on  improving  access  to  formal  in- fixed,  paraffin-embedded  archival  breast 
cancer  tissue,  applicants  can  also  propose  inclusion  of  archival  frozen  breast  tissue  collections  where 
appropriate.  The  Registry  is  not  intended  to  directly  support  marker  assay  research,  but  only  to  assist 
investigators  funded  through  other  sources  with  access  to  tissue  and  related  clinical  and  outcome  data. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Cooperative  Breast 
Cancer  Tissue  Registry,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applicant  organizations  must  be  located  in  the  United  States,  Canada,  or  Mexico.  Non-profit  organizations  and 
institutions,  and  government  agencies  are  eligible  to  apply.  For-profit  organizations  are  also  eligible. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  cooperative  agreement  (U01),  an  assistance  mechanism  in  which 
substantial  NCI  programmatic  involvement  with  the  recipient  during  the  performance  of  the  planned  activity  is 
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anticipated.  The  cooperative  agreement  funding  mechanism  was  selected  because  of  substantial  NCI  programmatic 
involvement  required  to  coordinate  activities  among  several  organizations  working  toward  a common  goal. 
Applicants  will  be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed  project.  There  is 
no  intent,  real  or  implied,  for  NCI  staff  to  direct  awardee  activities  or  limit  the  freedom  of  investigators. 

The  anticipated  average  amount  of  direct  cost  awards  will  be  $100,000. 

This  RFA  is  a one-time  solicitation.  However,  if  it  is  determined  that  there  is  a sufficient  continuing  program 
need,  the  NCI  will  invite  recipients  of  awards  under  this  RFA  to  submit  competitive  continuation  cooperative 
agreement  applications  for  review  according  to  the  procedures  described  in  REVIEW  CONSIDERATIONS. 

FUNDS  AVAILABLE 

The  NCI  anticipates  making  six  to  ten  awards  for  project  periods  of  up  to  four  years  and  anticipates  that  a 
total  of  $1,500,000  will  be  set  aside  for  the  initial  year's  funding.  Funding  in  response  to  this  RFA  is 
dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  The  earliest  feasible 
start  date  for  the  initial  awards  will  be  September  30,  1993.  Although  this  program  is  provided  for  in  the 
financial  plans  of  the  NCI,  the  award  of  cooperative  agreements  pursuant  to  this  RFA  is  contingent  on  the 
availability  of  funds  appropriated  for  fiscal  year  1993. 

RESEARCH  OBJECTIVES 

The  objective  of  this  RFA  is  to  invite  applications  for  cooperative  agreements  to  support  a network  of 
organizations  working  cooperatively  to  form  the  Cooperative  Breast  Cancer  Tissue  Registry.  The  Registry  will 
provide  breast  cancer  tissue,  as  well  as  normal  and  pre-cancerous  breast  tissue  as  appropriate,  for  large  scale 
validation  studies  of  breast  cancer  predictive  markers.  The  development  of  breast  cancer  tissue  resources  could 
have  considerable  impact  on  the  development  of  cancer  diagnostic  and  prognostic  assays.  This  initiative  for 
the  Cooperative  Breast  Cancer  Tissue  Registry  is  designed  to  provide  such  a resource.  Archival 
paraffin-embedded  tissues  will  be  the  initial  focus  because  large  numbers  of  paraffin- embedded  formal  in- fixed 
tissues  from  earlier  clinical  trials  already  exist,  because  such  tissues  are  easier  to  obtain  and  transport, 
and  because  these  archival  tissues  are  routinely  prepared  in  the  standard  practice  of  pathology.  However,  it 
would  also  be  appropriate  to  include  substantial  collections  of  archival  frozen  tissue,  as  many  assay  reagents 
do  not  work  on  formal  in- fixed  paraffin-embedded  material.  Tissues  to  be  included  in  the  registry  should  be  from 
existing  collections  involving  large  groups  of  patients  treated  uniformly  on  standard  therapeutic  regimens  or 
clinical  trials  where  clinical  and  outcome  data  are  available.  Additional  specimens  could  be  added  to  the 
Registry  as  outcome  data  become  available. 

Awardees  must  agree  to  provide  tissue  for  high  priority  research  studies  as  identified  by  a committee  selected 
by  Registry  members,  the  Research  Evaluation  and  Decision  Panel  (REDP)  and  agree  to  participate  as  part  of  a 
coordinating  committee.  An  assumption  of  the  registry  concept  is  that  the  establishment  of  a large  cooperative 
breast  cancer  tissue  resource  will  make  available  the  specimens  necessary  for  large  scale  validation  studies. 
It  is  anticipated  that  decisions  about  which  research  studies  will  be  provided  with  tissue  will  be  made  by  a 
REDP  selected  by  Registry  participants  according  to  criteria  established  by  the  Registry  Coordinating  Committee. 
The  Registry  REDP,  may  also  act  as  a "catalyst"  bringing  together  groups  with  tissues  and  groups  with  promising 
reagents  that  are  ready  for  validation  testing.  The  NCI  will  help  coordinate  this  process  through  the  program 
administrator's  membership  in  the  REDP.  Research  studies  will  not  be  supported  by  Registry  funding. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  FOR  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
docunentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  March  15,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  project,  the  name,  address  and  telephone  number  of  the  Principal  Investigator,  the  names 
of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which 
the  application  may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not 
enter  into  the  review  of  subsequent  applications,  the  information  is  helpful  in  planning  for  the  review  of 
applications.  It  allows  NCI  staff  to  estimate  the  potential  workload  and  to  avoid  conflicts  of  interest  in  the 
review.  The  letter  of  intent  is  to  be  sent  to  Roger  L.  Aamodt,  Ph.D.  at  the  address  listed  under  INQUIRIES 
below. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  the  cooperative  agreement. 
These  forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892-4500,  telephone  301  496-7441;  and  from  the  NCI  Program  Director  named  below. 

The  RFA  label,  available  in  the  application  form  PHS  398  (rev.  9/91),  must  be  affixed  to  the  bottom  of  the  face 
page.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not 
reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  number  and  title  must  be  typed  on  line  2a 
of  the  face  page  of  the  application  form. 

Applications  must  be  received  by  April  29,  1993.  Applications  received  after  this  date  will  be  returned. 
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REVIEW  CONSIDERATIONS 


Review  Procedure 

Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  Evaluation  for 
responsiveness  to  the  program  requirements  and  criteria  stated  in  the  RFA  is  an  NCI  program  staff  function. 
Applications  that  are  judged  to  be  non- responsive  will  be  returned  by  the  NCI,  but  may  be  submitted  as  an 
investigator- initiated  regular  research  grant  (R01)  or  program  project  (POD  application  at  the  next  receipt 
date.  The  application  would  require  modification  in  accordance  with  either  the  R01  or  P01  guidelines.  The  new 
application  would  not  be  considered  an  application  for  a cooperative  agreement,  nor  would  it  be  considered  in 
response  to  an  RFA.  Questions  concerning  the  relevance  of  proposed  activities  to  the  RFA  may  be  directed  to 
Roger  L.  Aamodt,  Ph.D.  at  the  address  listed  under  INQUIRIES. 

If  the  number  of  applications  is  large  compared  to  the  number  of  awards  to  be  made,  the  NCI  may  conduct  a 
preliminary  scientific  peer  review  to  eliminate  those  which  are  clearly  not  competitive  for  award.  The  NCI  will 
remove  from  further  competition  those  applications  judged  to  be  noncompetitive  and  notify  the  applicant 
Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  both  competitive  and 
responsive  will  be  further  evaluated  for  technical  merit,  according  to  the  review  criteria  stated  in  the  RFA, 
by  an  appropriate  peer  review  group  convened  by  the  Division  of  Extramural  Activities,  NCI.  The  second  level 
of  review  will  be  by  the  National  Cancer  Advisory  Board. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA,  and  inquiries  about  whether 
or  not  specific  activities  would  be  responsive  are  encouraged  and  amy  be  directed  to: 

Roger  L.  Aamodt,  Ph.D. 

Division  of  Cancer  Biology,  Diagnosis,  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North,  Room  513 

6130  Executive  Boulevard 

Rockville,  HD  20892-9904 

Telephone:  (301)-496-714 7 

FAX:  (301)  496-8656 

The  NCI  welcomes  the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants. 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  catalog  of  Federal  Domestic  Assistance  no  93.394,  Cancer  Detection  and 
Diagnosis  Research.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A 
(Public  Law  78-410  as  amended  by  public  law  99-  158,  42  USC  241  and  285)  and  administered  under  PHS  grants 
policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

FOLLOU-UP  OF  DES- ASSOCIATED  CLEAR  CELL  ADENOCARC I MOHA 


NIH  GUIDE.  Volume  22,  Number  7,  February  19,  1993 
RFA  AVAILABLE:  CA-93-12 

P.T.  34;  K.W.  0715035,  0785055,  0780030,  0780015,  1002019 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  March  31,  1993 
Application  Receipt  Date:  May  5,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES  BELOW. 

PURPOSE 

The  Extramural  Programs  Branch,  Epidemiology  and  Biostatistics  Program,  Division  of  Cancer  Etiology,  National 
Cancer  Institute  (NCI)  invites  Cooperative  Agreement  applications  from  investigators  to  participate,  with  the 
assistance  of  the  NCI,  in  epidemiologic  and  interdisciplinary  studies  of  patients  with  diethylsti Ibestrol 
(DES)-associated  clear  cell  adenocarcinoma  (CCA)  of  the  cervix  or  vagina.  The  assistance  mechanism  used  to 
support  these  studies  will  be  the  Cooperative  Agreement,  which  is  similar  to  a traditional  research  grant,  but 
in  which  NCI  scientific  staff  participate  with  study  investigators  as  partners  in  the  research  effort. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Follow-Up  of 
DES-Associated  Clear  Cell  Adenocarcinoma,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No. 
017-001 -00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington  DC  20402-9325 
(telephone  202-783-3238). 
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ELIGIBILITY  REQUIREMENTS 


Applications  may  be  submitted  by  domestic  and  foreign  non-profit  and  for-profit  institutions,  public  and 
private,  such  as  colleges,  universities,  hospitals,  research  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  Government.  Applications  from  minority  individuals  and  women  are 
encouraged. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  Cooperative  Agreement  (U01),  an  assistance  mechanism  in  which 
substantial  NIH  programmatic  involvement  with  the  recipients  during  performance  of  the  planned  activity  is 
anticipated.  The  nature  of  NCI  staff  involvement  is  described  in  the  RFA.  Applicants  will  be  responsible  for 
the  planning,  direction,  and  execution  of  the  proposed  project.  Awards  will  be  administered  under  PHS  grants 
policy  as  stated  in  the  Public  Health  Service  (PHS)  Grants  Policy  Statement,  DHHS  Publication  No.  (OASH) 
90-50,000,  revised  October  1,  1990. 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that 
the  size  of  an  award  will  vary  also,  and  that  the  average  award  will  be  in  the  range  of  $100,000  to  $300,000. 
The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  should  not  exceed  four  years. 
The  earliest  feasible  start  date  for  the  initial  awards  will  be  September  30,  1993. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  as 
research  project  applications  with  all  other  investigator-initiated  applications  and  be  reviewed  by  the  Division 
of  Research  Grants  (DRG).  However,  if  the  NCI  determines  that  there  is  a sufficient  continuing  program  need, 
the  NCI  will  invite  recipients  of  awards  under  this  RFA  to  submit  competitive  continuation  cooperative  agreement 
applications  for  review. 

FUNDS  AVAILABLE 

Approximately  $850,000  in  total  costs  per  year  for  four  years  will  be  committed  to  specifically  fund 
applications  submitted  in  response  to  this  RFA.  It  is  anticipated  that  four  to  eight  awards  will  be  made.  This 
funding  level  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Although  this  program  is  provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  cooperative  agreements 
pursuant  to  the  RFA  is  also  contingent  upon  the  continuing  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  primary  objectives  of  this  initiative  are: 

(1)  to  continue  the  follow-up  of  documented  DES-exposed  and  non-DES-exposed  CCA  patients  for  assessing 
determinants  of  survival,  recurrence,  incidence  of  second  primary  cancer(s),  and  adverse  health  outcomes;  and 

(2)  to  ascertain  comprehensive  data  on  exposure  to  DES,  exogenous  hormones,  and  other  factors  the  may  influence 
or  modify  the  development  and  progression  of  CCA. 

A secondary  goal  is  to  encourage  approaches  and  investigations  to  utilize  and  maximize  existing  CCA  registry 
data  for  the: 

(1)  development  and  maintenance  of  a mechanism  to  permit  access  to  specimens,  serum,  and  leukocytes  from  vaginal 
and  cervical  CCA  patients; 

(2)  conduct  of  molecular  studies  on  archival  specimens  from  CCA  patients  where  serial  biopsies  are  available; 

(3)  development  of  a transplant-derived  cell  line  of  CCA  to  permit  in  vitro  testing  of  steroid  receptors  and 
drug  sensitivity; 

(4)  conduct  of  genetic  studies  of  family  members  (parents,  siblings,  children)  of  patients  with  DES-associated 
malignancy,  in  order  to  define  molecular  markers  of  carcinogenesis; 

(5)  establishment  of  consensus  as  to  reasonable  guidelines  for  the  primary  treatment  of  CCA  patients  aimed  at 
more  conservative  surgical  approaches  and  morbidity  reduction;  and 

(6)  studies  of  the  emotional  effects  of  DES  exposure  in  survivors  of  DES-associated  vaginal  CCA,  including 
coping  mechanisms,  body  image,  sexuality,  and  transgenerational  relationships. 

This  initiative  responds  to  recommendations  proposed  by  participants  attending  an  NIH  workshop  in  Falls  Church, 
Virginia,  on  April  22-24,  1992  on  the  long-term  health  effects  of  DES.  It  acknowledges  the  FY  1993  Senate 
Appropriations  Subcommittee  Report  which  states,  "The  Committee  requests  NCI... to  implement  the  recommendations 

stemming  from  the  DES  conference  in  April NCI  is  expected  to  work  closely  with  organizations  representing 

DES  victims  in  developing  and  implementing  the  national  education  programs  and  longitudinal  studies  mandated 
by  [this]  legislation." 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 
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Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

LETTER  OF  INTENT 

Prospective  applicants  are  requested  to  submit,  by  March  31,  1993,  a letter  of  intent  that  includes  a 
descriptive  title  of  the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the  names  of 
other  key  personnel,  the  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which 
the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows 
NCI  staff  to  estimate  the  potential  review  workload  and  avoid  conflict  of  interest  in  the  review.  The  letter 
of  intent  is  to  be  sent  to  Dr.  Kumiko  Iwamoto  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91),  available  at  most  institutional  offices  of 
sponsored  research  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes 
of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/496-7441.  General  instructions  for 
the  preparation  of  the  cooperative  agreement  applications  are  included  in  this  form. 

The  RFA  label  available  in  the  application  form  must  be  affixed  to  the  bottom  of  the  face  page.  Failure  to  use 
this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee 
in  time  for  review.  In  addition,  the  number  and  title  of  the  RFA  must  be  typed  on  line  2a  of  the  face  page  of 
the  application  and  YES  must  be  checked. 

Applications  must  be  received  by  May  5,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned  without  review.  If  the  application  submitted  in  response  to  this  RFA  is  substantially  similar  to  a 
research  grant  application  already  submitted  to  the  NIH  for  review,  but  has  not  yet  been  reviewed,  the  applicant 
will  be  asked  to  withdraw  either  the  pending  application  or  the  new  one.  Simultaneous  submission  of  identical 
applications  will  not  be  allowed,  nor  will  essentially  identical  applications  be  reviewed  by  different  review 
committees.  This  does  not  preclude  the  submission  of  substantial  revisions  of  applications  already  reviewed, 
but  such  applications  must  include  an  introduction  addressing  the  previous  critique. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness  and 
responsiveness  by  the  NCI.  Incomplete  applications  will  be  returned  to  the  applicant  without  further 
consideration.  Applications  which  are  judged  non- responsive  will  be  returned  by  the  NCI,  but  may  be  submitted 
as  investigator-initiated  regular  research  grants  at  the  next  receipt  date.  Questions  concerning  the 
responsiveness  of  proposed  research  to  the  RFA  should  be  directed  to  program  staff. 

Those  applications  judged  by  NCI  to  be  responsive  will  be  evaluated  for  scientific  and  technical  merit  by  an 
appropriate  peer  review  group  convened  by  the  Division  of  Extramural  Activities,  NCI.  The  second  level  of 
review  will  be  provided  by  the  National  Cancer  Advisory  Board  and  will  consider  the  special  needs  and  priorities 
of  the  Institutes. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  are  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Kumiko  Iwamoto,  M.D.  or  G.  Iris  Obrams,  M.D.,  Ph.D. 

Division  of  Cancer  Etiology 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  535 
Rockville,  MD  20892 
Telephone:  (301)  496-9600 
FAX:  (301)  4967-9146 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Kelli  Newball 

National  Cancer  Institute 

6120  Executive  Boulevard 

Executive  Plaza  South,  Suite  243 

Rockville,  MD  20892 

Telephone:  (301)  496-7800,  ext.  61 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.393,  Cancer  Cause  and  Prevention 
Research.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law 
78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  ackninistered  under  PHS  grants  policies  and 
Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

NON -IMMUNE  DEFENSE  AGAINST  TUBERCULOSIS  IN  THE  LUNG 

NIH  GUIDE.  Volume  22,  Number  7,  February  19,  1993 

RFA  AVAILABLE:  HL-93-13L 

P.T.  34;  K.U.  0715165,  0765033 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  April  5,  1993 
Application  Receipt  Date:  June  10,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI ) invites  grant  applications  for  support  of  research  on 
non-immune  mechanisms  of  defense  against  tuberculosis  (TB)  in  the  lung.  The  primary  objectives  of  this  special 
grant  program  are  to  identify  and  delineate  non-immune  mechanisms  that  may  be  involved  in  the  early  stages  of 
defense  against  infection  and  active  disease  by  Mycobacterium  tuberculosis  (Mtb)  in  the  lung. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Non-immune  Defense 
Against  Tuberculosis  in  the  Lung,  is  related  to  the  priority  areas  of  HIV  infection,  and  immunization  and 

infectious  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 

017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 

Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Foreign  institutions  are  not  eligible  for  First  Independent 

Research  Support  and  Transition  (FIRST)  (R29)  awards.  Applications  from  minority  individuals  and  women  are 

encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  solicits  applications  for  the  traditional  research  project  grant  (R01)  or  the  First  Independent 
Research  Support  and  Transition  (FIRST)  award  (R29).  Responsibility  for  the  planning,  direction,  and  execution 
of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project  period  for  applications 
submitted  in  response  to  this  RFA  may  not  exceed  five  years.  Requested  budgets  for  FIRST  awards  may  not  exceed 
those  specified  in  the  FIRST  award  guidelines.  The  anticipated  award  date  is  September  30,  1993.  Since  a 
variety  of  approaches  would  represent  valid  responses  to  this  announcement,  it  is  anticipated  that  there  will 
be  a range  of  costs  among  individual  grants  awarded. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with 
all  investigator- ini tiated  applications  and  be  reviewed  according  to  the  customary  peer  review  procedures. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  for  the  entire  program  is  $1.5 
million.  The  expected  number  of  new  awards  is  six  to  eight.  The  specific  number  to  be  funded  will,  however, 
depend  on  the  merit  and  scope  of  the  applications  received  and  the  availability  of  funds. 

RESEARCH  OBJECTIVES 

The  lung  is  the  major  portal  of  entry  for  Mtb  and  as  a result  the  cells  of  the  lung  are  usually  the  body's  first 
contact  with  this  pathogen.  It  is  well  established  that  the  immunologic  response  to  Mtb  involves  macrophages 
and  lymphocytes  is  a complex  series  of  events  which  are  not  yet  completely  understood;  this  is  currently  under 
vigorous  renewed  investigation.  While  the  participation  of  components  of  the  immune  system  is  recognized  as 
the  major  aspect  of  defense  against  mycobacterial  infection,  there  does  exist  a substantial  lag  between  the 
first  encounter  with  the  organisms  in  the  lung  and  the  occurrence  of  an  immune  response.  It  is  of  interest  to 
examine  whether  a number  of  mechanisms  are  operational  during  the  early  stages  of  infection  and  are  mediated 
by  factors  outside  the  immune  system. 

Although  there  is  a relatively  good  understanding  of  the  general  principles  governing  pathogenesis  of  TB  and 
host  defense  against  Mtb,  there  is  only  rudimentary  understanding  of  the  molecular  basis  of  pathogenesis  and 
host  defense.  Virtually  nothing  is  known  about  the  identity  of  the  molecules  that  may  mediate  phagocytosis  of 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  7 - February  19,  1993 

12 


Mtb,  or  about  the  identity  of  the  molecules  that  govern  selection  of  the  intracellular  pathway  of  Mtb  following 
phagocytosis.  Similarly,  information  is  lacking  about  molecules  that  mediate  the  organism's  capacity  to  inhibit 
phagosome- l ysosome  fusion  or  the  molecular  mechanisms  that  allow  Mtb  to  escape  microbicidal  activity  of 
macrophages  and  survive  intracel lularly. 

It  has  become  clear  in  the  past  decade  that  a number  of  lung  cell  products  or  processes,  not  usually  associated 
with  immune  defenses,  have  the  potential  for  protecting  the  lung  against  foreign  substances  by  mechanisms  that 
are  still  incompletely  defined  and  understood.  These  include  the  oxidant/antioxidant  system,  surfactant  and 
its  components,  and  molecules  such  as  nitric  oxide.  Whether  or  not  these  or  other  yet  unrecognized  mechanisms 
operate  in  the  lung  during  infection  with  Mtb  and  the  degree  to  which  they  participate  in  defense  against  Mtb 
needs  to  be  examined. 

Applications  are  invited  for  innovative  multidisciplinary  approaches  to  elucidate  mechanisms  that  may  be  part 
of  the  lung's  non- immune  armamentarium  against  mycobacteria,  especially  Mtb.  Studies  in  humans  and  animal 
models  of  disease  are  encouraged  where  possible. 

Activated  macrophages  are  key  cells  involved  in  the  killing  of  microorganisms.  Under  conditions  that  apparently 
are  not  directly  associated  with  involvement  of  the  immune  system,  alveolar  macrophages  incubated  in  a crude 
preparation  of  pulmonary  surfactant  demonstrate  increased  phagocytosis  and  killing  of  bacteria.  This  suggests 
a non- immune  interaction  between  surfactant  and  alveolar  macrophages  that  may  have  a role  in  the  clearance  of 
microbes  from  alveoli.  Recent  studies  also  suggest  that  surfactant  protein  A (SP-A)  can  modulate  macrophage 
function.  It  would  be  important  to  determine  whether  SP-A  plays  a role  in  processing  mycobacteria,  especially 
Mtb,  in  the  lung,  and  what  mechanisms  related  to  surfactant  and  its  components  contribute  to  lung  defenses 
during  infection. 

Evidence  in  the  past  several  years  has  established  a role  for  nitric  oxide  as  a messenger  molecule  in  white 
blood  cells  where  it  mediates  tumoricidal  and  bactericidal  effects.  Activation  of  macrophages  has  been  shown 
to  result  in  enhanced  expression  of  an  inducible  nitric  oxide  synthase,  resulting  in  the  sustained  production 
of  large  amounts  of  nitric  oxide.  These  activated  macrophages  then  acquire  the  ability  to  kill  or  injure 
certain  tumor  cells,  intracellular  parasites,  bacteria,  and  even  normal  cells.  Many  other  cells,  including 
pulmonary  endothelial  cells,  also  contain  an  inducible  form  of  nitric  oxide  synthase  and  thus  are  potential 
candidates  for  participation  in  defense  mechanisms  in  the  lung  involving  this  pathway.  A recent  report  has 
described  the  induction  of  high-output  nitric  oxide  synthesis  by  human  blood  monocyte-derived  macrophages 
infected  with  Mycobacterium  avium.  Investigation  of  how  or  if  nitric  oxide  affects  infectivity  of  Mtb  in  the 
lung  and  which  lung  cells  are  involved  would  meet  the  objectives  of  this  program. 

Reactive  oxygen  species  are  now  recognized  for  their  antimicrobial  activity  in  vitro  and  have  been  shown  to  be 
capable  of  participating  in  the  direct  killing  of  infectious  agents.  Information  that  elucidates  the  role  of 
oxidant/antioxidant  mechanisms  in  the  lung  in  response  to  infection  by  mycobacteria  is  also  of  interest. 

Being  underweight  has  been  identified  as  a risk  factor  for  TB.  Almost  nothing  is  known  about  the  role  of  the 
nutritional  status  of  the  host  and  the  underlying  metabolic  mechanisms  that  may  be  important  to  natural  defense 
in  the  lung  against  Mtb.  Studies  identifying  non-immune  mechanisms  in  this  area  of  research  would  also  be 
appropriate  for  inclusion  in  this  program. 

Investigators  are  also  encouraged  to  consider  other  approaches  that  meet  the  goals  of  this  program  in  addition 
to  those  cited. 

SPECIAL  REQUIREMENTS 

Studies  involving  mycobacterial  species  other  than  Mtb  may  be  used  to  meet  the  goals  of  this  program,  but  these 
studies  must  be  related  to  mechanisms  which  operate  during  infection  and  disease  processes  associated  with  Mtb. 
Applications  that  propose  descriptive  studies  in  humans  only  and  do  not  contain  studies  directed  at  uncovering 
mechanisms  of  disease  or  supporting  hypotheses  related  to  pathogenetic  mechanisms  will  not  be  acceptable.  This 
program  will  not  support  studies  directed  at  development  of  animal  models  alone.  Models  must  be  applied  to  the 
study  of  non-immune  disease  mechanisms  associated  with  infection  of  the  lung  by  mycobacteria  and  wherever 
possible,  the  testing  of  hypotheses  in  the  animal  model  should  carry  over  to  human  studies.  Applications  that 
focus  on  molecular  biology  and  molecular  mechanisms  related  to  the  lung's  defense  against  Mtb  are  of  particular 
interest. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  a letter  of  intent  and  include  the  names  of  any  other  participating 
institutions  or  investigators.  A letter  of  intent  is  not  binding,  and  it  will  not  enter  into  the  review  of  any 
application  subsequently  submitted,  nor  is  it  a requirement  for  application.  Such  letters  are  requested  for 
the  purpose  of  obtaining  an  indication  of  the  number  of  applications  to  be  received.  NHLBI  staff  will  not 
provide  a response  to  a letter  of  intent.  This  letter  is  to  be  received  no  later  than  April  5,  1993  and  sent 
to  the  Chief,  Centers  and  Special  Projects  Review  Section,  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  June  10,  1993. 
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The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms 
are  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892, 
telephone  (301)  496-7441. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for  completeness  and  responsiveness.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not 
responsive  to  the  RFA,  NHLBI  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application 
or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next  review  cycle. 

Appli  cations  judged  to  be  responsive  will  be  reviewed  for  scientific  and  technical  merit  by  an  initial  review 
group,  which  will  be  convened  by  the  Division  of  Extramural  Affairs,  NHLBI,  solely  to  review  these  applications. 
Review  criteria  for  this  RFA  are  generally  the  same  as  those  for  unsolicited  research  grant  applications. 

INQUIRIES 

Written  and  telephone  inquiries  regarding  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Anthony  R.  Kalica,  Ph.D. 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  6A09 

Bethesda,  MD  20892 

Telephone:  (301)  496-7034 

FAX:  (301)  496-0886 

Direct  inquiries  regarding  review  matters  and  address  the  letter  of  intent  to: 

Chief,  Centers  and  Special  Projects  Review  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  553 

Bethesda,  MD  20892 

Telephone:  (301)  496-7351 

FAX:  (301)  402-1660 

Direct  inquiries  regarding  fiscal  matters  to: 

Raymond  L.  Zimmerman 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A17 

Bethesda,  MD  20892 

Telephone:  (301)  496-4970 

FAX:  (301)  402-1200 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.838.  Grants  will  be  awarded 
under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended: 
42  USC  241)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part 
74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  to 
review  by  a Health  Systems  Agency. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


AMYOTROPHIC  LATERAL  SCLEROSIS 

NIH  GUIDE.  Volume  22,  Number  7,  February  19,  1993 

PA-93-54 

P.T.  34;  K.W.  0715140,  1002004,  0785055,  0755030,  0780015,  0755020 

National  Institute  of  Neurological  Disorders  and  Stroke 

PURPOSE 

The  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS)  invites  research  grant  applications  seeking 
support  of  a wide  spectrum  of  research  directed  at  generating  improved  knowledge  concerning  amyotrophic  lateral 
sclerosis  (ALS). 

ALS  is  a progressive  fatal  neuromuscular  disease,  the  prototype  and  most  common  disorder  in  the  class  of  motor 
neuron  diseases.  In  this  disorder  of  unknown  cause,  motor  neurons  of  the  brain  and  spinal  cord  degenerate, 
leading  to  muscle  atrophy  and  progressive  paralysis.  Subtypes  of  the  disease  are  defined  by  location  of  damage, 
as  in  progressive  bulbar  palsy,  or  preferential  involvement  of  upper  or  lower  motor  neuron,  as  in  primary 
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lateral  sclerosis  or  spinal  muscular  atrophy.  There  is  no  known  treatment  that  will  prevent,  reverse,  or 
otherwise  alter  the  course  of  the  disease.  The  basic  pathogenetic  mechanisms  of  the  disease  are  also  unknown. 

On  a worldwide  basis,  ALS  affects  five  to  seven  persons  per  100,000.  The  disease  strikes  about  1.5  times  as  many 
men  as  women.  It  is  estimated  that  some  13,000  to  20,000  Americans  have  ALS.  Five  to  ten  percent  of  all  cases 
are  familial,  usually  inherited  in  an  autosomal  dominant  pattern,  and  affect  roughly  half  of  family  members. 
Prevalence  studies  indicate  about  5,000  new  cases  of  ALS  in  the  U.S.  each  year.  The  most  common  form  of  ALS 
in  the  U.S.  is  sporadic.  Familial  and  sporadic  ALS  are  clinically  undistinguishable.  The  disease  commonly 
strikes  in  the  fifth  through  seventh  decades  of  life,  although  cases  in  young  adults  and  in  the  elderly  are  well 
recognized.  The  average  duration  of  life  after  onset  of  symptoms  of  ALS  is  three  years,  encompassing  a 
progressive  course  of  increasing  disability.  Ninety  percent  of  patients  die  within  five  years. 

Progress  and  achievements  in  brain  and  nervous  system  research  culminated  in  the  Congressional  House  resolution 
and  Presidential  Proclamation  declaring  the  Decade  of  the  Brain  (1990s).  NINDS's  Implementation  Plan  pointed 
out  unsolved  problems,  and  offered  recommendations  for  significant  and  profitable  research  areas  to  pursue. 
In  support  of  these  recommendations,  NINDS  is  issuing  this  program  announcement  soliciting  grants  from 
individuals  in  all  disciplines  for  support  of  research  into  the  etiology  and  pathogenesis  of  ALS,  and  in 
research  areas  that  are  directly  and  indirectly  relevant  to  ALS. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement, 
Amyotrophic  Lateral  Sclerosis,  is  related  to  the  priority  area  of  chronic  disabling  diseases.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic  institutions,  for-profit  and  non-profit  organizations, 
public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Applications  from  minority  institutions,  minority 
individuals,  and  women  are  particularly  encouraged.  Foreign  institutions  are  eligible  for  research  project 
grants  (R01)  and  individual  National  Research  Service  Awards  (F32)  only.  Only  citizens  and  permanent  U.S. 
residents  may  apply  for  K04,  K08,  F32,  and  T32  awards. 

MECHANISM  OF  SUPPORT 

Research  support  maybe  requested  through  application  for  an  individual  investigator-originated  research  project 
grant  (R01).  Applications  from  new  investigators  who  have  not  received  previous  PHS  research  grant  support  may 
apply  for  a First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29).  To  apply  for  the  support 
of  a more  broadly  based  multidisciplinary  research  program,  the  research  program  project  (P01)  mechanism  is 
suggested.  NINDS  also  provides  support  for  the  career  development  of  clinical  investigators  through  Clinical 
Investigator  Development  Award  (K08),  and  development  of  young  scientists  through  Research  Career  Development 
Awards  (K04),  Individual  National  Research  Service  Awards  (fellowships)  (F32),  and  Institutional  National 
Research  Service  Awards  (T32). 

RESEARCH  OBJECTIVES 

The  etiology  of  ALS  is  unknown.  There  is  no  effective  treatment  for  this  disease.  Clinical  features  of  the 
disease  are  well  described.  A number  of  pathological,  biochemical,  and  electrophysiological  abnormalities  are 
recognized  in  affected  patients  and  appreciated  in  post-mortem  nervous  tissues.  Markers  for  genes  in  familial 
ALS,  both  dominant  and  recessive,  have  been  found,  but  they  represent  only  a portion  of  the  possible  gene  loci. 
Further  genetic  studies  of  ALS  linked  to  other  chromosomes  are  needed.  There  is  opportunity  for  increased 
research  effort  on  the  abnormal  biology  of  the  affected  motor  neuron,  on  CNS  response  to  endogenous  and 
environmental  toxins,  and  on  identification  of  metabolic,  endocrine,  and  immunological  abnormalities.  There 
is  an  urgent  need  for  expansion  of  research  on  development  of  new  approaches  to  therapy  and  the  creation  of 
useful  new  animal  models.  Because  of  scarcity  of  information  on  mechanisms  of  the  disease,  the  NINDS  encourages 
individuals  from  all  relevant  disciplines  to  submit  grant  applications. 

Examples  of  research  goals,  many  of  which  could  be  studied  in  humans  as  well  as  animal  models  and  tissue 
culture,  and  appropriate  for  pursuing  an  application  in  response  to  this  announcement,  include,  but  are  not 
limited  to: 

o Continuation  and  expansion  of  the  studies  of  the  natural  history  of  the  disease.  Studies  of  the  ALS  patient 
may  shed  light  on  potential  environmental  and  other  cause(s)  of  the  disease.  Studies  of  other  disorders  of 
motor  neurons  which  may  simulate  ALS  and  shed  light  upon  its  variants  in  cause  and  expression. 

o Studies  of  involvement  in  the  etiopathogenesis  of  ALS  of  endogenous  agents,  such  as  excitatory  amino  acids, 
and  exogenous  agents,  such  as  environmental  or  occupational  toxicants. 

o Identification  and  mechanistic  studies  of  chemical  agents  which  protect  motor  neurons  after  injurious 
procedures  or  exposures;  identification  and  characterization  of  novel  neurotrophic  factors  that  promote  neuronal 
development,  neuronal  survival,  recovery,  and  repair.  These  studies  may  be  relevant  to  our  understanding  of 
ALS  and  development  of  potential  new  therapies. 

o Identification  and  characterization  of  genes  involved  in  ALS.  Some  familial  forms  of  ALS  have  been  linked 
to  chromosome  21,  and  it  is  likely  that  involvement  of  other  genes  may  be  identified  as  well. 
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o Cell  biological  studies  of  the  motor  neuron,  as  well  as  other  nervous  and  non-nervous  system  cells. 
Specifically,  identification  and  characterization  of  molecules  expressed  exclusively  or  preferentially  on  or 
by  motor  neurons,  and  elucidation  of  their  function,  and  possible  relevance  to  ALS. 

o Studies  of  anterograde  and  retrograde  axonal  and  transsynaptic  transport,  seeking  specific  carriers, 
receptors,  or  ion  channels  specific  to  motor  neurons  that  could  explain  cause(s)  of  the  motor  neuron's  selective 
vulnerability  in  ALS. 

o Experimental  therapeutic  research  and  conduct  of  well  designed  controlled  clinical  trials, 
o Establishment  of  immortalized  cell  lines  with  motor  neuron  specific  properties. 

o Development  of  new  experimental  animal  models  of  the  disease.  Identification  and  description  of  natural 
animal  models  of  ALS  could  be  especially  beneficial  in  generating  model  systems  for  therapeutic  intervention, 
and  would  allow  the  conduct  of  pathophysiological  and  experimental  studies  otherwise  impossible  to  perform  in 
humans. 

o Epidemiological  and  demographic  studies  of  ALS,  especially  of  high  risk  populations. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder,  or  condition  under  study.  Special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders,  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS 
398  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However, 
NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation 
of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  Native  Americans  (including 
American  Indians  or  Alaska  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies 
on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders,  or 
conditions,  including,  but  not  limited  to,  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  hunan  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  and  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

To  apply  for  R01,  R29,  P01,  K04,  K08,  and  T32  grant  applications,  form  PHS  398  (rev.  9/91)  is  to  be  used,  and 
for  F32  form  PHS  416-1  is  to  be  used.  Additional  instructions  and  substitute  pages  are  included  with  the  PHS 
398  kit  for  K04  and  T32.  Application  receipt  dates  for  R,  K,  and  P grants  are:  February  1,  June  1,  October 
1;  for  T grants:  January  10,  May  10,  September  10;  and  for  F grants:  April  5,  August  5,  December  5.  "NINDS 
Application  Guidelines  for  Program  Project  (P01)  and  Center  (P50)  Grants"  (rev.  4/92),  and  guidelines  for  K 
awards  are  available  upon  request  from  the  Program  Administrator  identified  below. 

Application  kits  are  available  at  most  institutions  office  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Uestwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  (301)  496-7441. 
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On  the  first  (face)  page,  item  2a,  of  the  application,  the  word  "yes"  must  be  checked  and  the  title  and  number 
of  the  announcement  typed  in  the  space  provided:  "Amyotrophic  Lateral  Sclerosis"  PA-93-54. 

The  original  and  five  copies  of  the  PHS  398  application  or  two  copies  of  PHS  416-1  must  be  sent  or  delivered 
to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  HD  20892** 

Appl  icants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 
If  so,  a letter  of  collaboration  from  the  GCRC  Program  Director  or  Principal  Investigator  should  be  included 
with  the  application. 

REVIEW  CONSIDERATIONS 

Applications  received  under  this  PA  will  be  assigned  to  the  Initial  Review  Group  (IRG)  in  accordance  with 
established  PHS  referral  guidelines.  The  IRGs,  which  are  composed  primarily  of  non-federal  scientific  and 
technical  experts,  will  review  the  applications  for  scientific  and  technical  merit.  Following  IRG  review,  the 
applications  will  receive  a second-level  review  by  one  or  more  appropriate  advisory  councils. 

AWARD  CRITERIA 

The  standard  review  criteria  will  be  used  to  assess  the  scientific  merit  of  applications. 

Applications  will  compete  for  available  funds  with  all  other  applications.  The  following  will  be  considered 
when  making  funding  decisions: 

o Quality  of  the  proposed  projects  as  determined  by  peer  review; 
o Availability  of  funds; 
o Program  balance  among  research  areas. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  A.  P.  Kerzo-Kwiatecki 

Division  of  Demyel inating,  Atrophic,  and  Dementing  Disorders 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  804 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-1431 

FAX:  (301)  402-2060 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Laura  Wi l l iams 

Division  of  Extramural  Activities 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  1004 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-9231 

FAX:  (301)  402-0219 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.853  and  93.854.  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSITTUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbaid  Avenue 
Bethesda,  MD  20816 
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NOTICES 


NEW  NOTICE  OF  GRANT  AWARD  FORM 1 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

POSITION  STATEMENT  ON  USE  OF  ANIMALS  IN  RESEARCH  2 

Public  Health  Service 
INDEX:  PUBLIC  HEALTH  SERVICE 

DISCONTINUATION  OF  THE  NCRR  PROGRAM  ANNOUNCEMENT:  LABORATORY  ANIMAL  SMALL  RESEARCH  GRANTS  3 

National  Center  for  Research  Resources 
INDEX:  RESEARCH  RESOURCES 


NOTICES  OF  AVAILABILITY  CRFPs  AND  RFAs) 


SECOND  SURVEY  OF  PREVENTIVE  PEDIATRIC  CARDIOLOGY  (RFP  NHLBI -HC-93-09)  4 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 

ESTABLISHMENT  OF  A PERINATAL  RESEARCH  FACILITY  (RFP  NICHD- IRP-92-24)  4 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

ANALYSES  OF  EPIDEMIOLOGIC  AND  ETHNOGRAPHIC  STUDY  DATA  (RFP  NIH-N01DA-3-5202)  5 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 


ONGOING  PROGRAM  ANNOUNCEMENTS 


NIH  LOAN  REPAYMENT  PROGRAM  FOR  AIDS  RESEARCH  (PA-93-55)  5 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

MINORITY  INTERNATIONAL  RESEARCH  TRAINING  GRANTS  (PAR-93-56)  8 

Fogarty  International  Center 

Office  of  Research  on  Minority  Health 

INDEX:  FOGARTY  INTERNATIONAL  CENTER;  MINORITY  HEALTH 

COMPARATIVE  APPROACHES  TO  BRAIN  AND  BEHAVIOR  (PA-93-57)  11 

National  Institute  of  Mental  Health 
National  Institute  on  Aging 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  of  Neurological  Disorders  and  Stroke 


INDEX:  MENTAL  HEALTH;  AGING;  CHILD  HEALTH,  HUMAN  DEVELOPMENT;  NEUROLOGICAL  DISORDERS,  STROKE 

ANIMAL  FACILITY  IMPROVEMENT  FOR  SMALL  RESEARCH  PROGRAMS  (PAR-93-58)  15 

National  Center  for  Research  Resources 
INDEX:  RESEARCH  RESOURCES 


This  publication  is  also  available  electronically  to  institutions  via  BfTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer.  Contact  Dr.  John  James  at  301/496-7554  tor  details,  or  send  an  E-mail  message  to  ZNS@NIHCU. 


NOTICES 

NEW  NOTICE  OF  GRANT  AWARD  FORM 

NIH  GUIDE.  Volume  22,  Nunfcer  8,  February  26,  1993 
P.T.  34;  K.W.  1014006 
National  Institutes  of  Health 

Public  Health  Service  (PHS)  form  5152-1,  Notice  of  Grant  Award  (NGA),  was  revised  last  year  (7/92),  and  all 
Public  Health  Service  agencies  will  use  the  revised  form  for  all  awards  issued  as  of  October  1,  1992.  For  a 
short  time,  some  awards  issued  by  the  National  Institutes  of  Health  (NIH)  will  appear  on  the  old  form;  these 
are  valid  awards. 

The  major  change  that  NIH  grantees  will  notice  due  to  the  use  of  the  new  form  is  that  the  NGA  will  provide  a 
cumulative  record  of  all  transactions  affecting  the  particular  budget  period.  As  a result,  the  award  will 
indicate  the  "amount  of  financial  assistance  this  action"  on  line  d in  block  12,  in  addition  to  the  total 
"amount  of  PHS  financial  assistance"  for  the  budget  period  on  line  a of  block  12. 
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For  exanple,  if  an  administrative  or  competitive  supplement  is  issued  to  a parent  award,  the  NGA  will  show  the 
"amount  of  financial  assistance  this  action"  (the  amount  of  the  supplement),  but  will  also  show  the  total 
"amount  of  PHS  financial  assistance"  for  this  award  for  the  current  budget  period  (the  total  of  the  parent  plus 
the  supplement).  Furthermore,  the  budget  breakdown  by  category  in  block  11  on  the  NGA  will  reflect  the 
breakdown  for  the  total  financial  assistance  (parent  grant  plus  supplement),  not  the  amount  of  this  action  (the 
supplement).  The  budget  period  for  supplements  will  be  that  of  the  parent  grant,  unless  the  purpose  of  the 
supplement  is  to  extend  the  budget  period  end  date.  When  necessary  for  clarification,  an  informational  footnote 
on  the  award  will  identify  the  c&tegorical  breakdown  of  the  supplemental  funds  and  the  start  date  of  the 
supplement. 

It  is  important  to  note  that  if  an  award  is  being  revised  to  decrease  the  amount  of  funds,  such  as  a decrease 
in  the  indirect  costs,  then  the  "amount  of  financial  assistance  this  action"  will  be  a negative  figure.  An 
informational  footnote  will  accompany  the  NGA  to  explain  the  reason  for  the  revision. 

There  are  several  other  changes  that  should  not  pose  a problem  for  recipients,  but  are  useful  to  point  out. 
o CFDA  Codes:  The  Catalog  of  Federal  Domestic  Assistance  (CFDA)  codes  will  be  provided  in  block  2.  These 
codes  are  needed  for  the  Schedule  of  Federal  Awards  required  under  an  Office  of  Management  and  Budget  Circular 
A- 133  audit. 

o Program  Income:  The  treatment  of  general  program  income,  which  in  the  past  has  appeared  as  an  informational 
footnote,  will  now  appear  in  Block  15  on  the  NGA,  which  lists  the  different  options  for  treatment.  The  letter 
that  appears  in  the  box  indicates  the  treatment  for  the  purposes  of  that  particular  award.  If  disposition  of 
general  program  income  is  not  specified  on  the  award,  or  for  more  information,  see  the  PHS  Grants  Policy 
Statement,  pp.  8-10  and  8-11  (revised  9/1/91). 

o Indirect  Costs:  Block  11,  line  r of  the  new  NGA  includes  the  information  on  calculation  of  indirect  costs. 
Due  to  space  constraints  in  that  block,  most  NIH  awards  will  have  the  calculation  of  indirect  costs  shown  in 
the  Remarks  section  of  the  NGA. 

o Institutional  Training  Grants:  For  NIH  institutional  training  grants,  a footnote  below  line  v in  block  11 
will  indicate  the  number  of  pre-doctoral , post-doctoral,  and  short-term  trainees  for  the  current  budget  period. 
The  information  on  the  number  of  trainees  recommended  for  each  future  budget  period  will  be  provided  as  an 
attachment  to  the  NGA. 

INQUIRIES 

If  you  have  any  questions  regarding  the  new  Notice  of  Grant  Award  form,  call  the  PHS  awarding  component 
directly. 

POSITION  STATEMENT  ON  USE  OF  ANIMALS  IN  RESEARCH 

NIH  GUIDE.  Volume  22,  Number  8,  February  26,  1993 
P.T.  34;  K.U.  1014003 
Public  Health  Service 

Introduction:  In  1990,  the  Assistant  Secretary  for  Health  established  the  Public  Health  Service  (PHS) 

Coordinating  Committee  on  Animal  Research  to  deal  more  effectively  with  the  threat  to  biomedical  and  behavioral 
research  and  testing  posed  by  the  animal  activist  movement.  The  following  two  statements,  released  by  the 
Committee  in  December,  1992,  represent  the  PHS  position  on  these  important  issues: 

PUBLIC  HEALTH  AND  THE  ROLE  OF  ANIMAL  TESTING 

This  statement  has  been  prepared  to  inform  the  general  public  about  the  need  for  animal  testing  to  ensure  that 
medications,  vaccines,  environmental  chemicals,  and  a wide  variety  of  consumer  products,  including  cosmetics, 
are  safe  for  the  public  when  used  appropriately.  The  Public  Health  Service  (PHS)  is  concerned  that  animal 
activist  organizations  are  trying  to  convince  the  public  incorrectly  that  product  testing  in  animals  is  outdated 
and  no  longer  necessary. 

Consumers  may  be  further  confused  by  announcements  that  some  companies  have  stopped  testing  their  products  in 
laboratory  animals.  For  example,  two  ways  in  which  a company  can  make  such  a claim  are  by  using  only 
ingredients  that  historically  are  known  to  be  safe  or  that  have  been  previously  tested  in  animals  and  found  to 
be  non-toxic.  When  new  ingredients  need  to  meet  testing  and  safety  requirements,  it  is  often  necessary  to  test 
them  in  one  or  more  animal  species. 

To  protect  the  public  from  unexpected  or  unintended  effects  of  toxic  substances,  some  PHS  agencies  conduct  and 
support  toxicological  testing  to  determine  the  harmful  effects  of  commonly  used  products.  To  judge  whether  a 
product  may  be  unhealthy,  or  even  deadly,  for  humans  and  animals,  scientists  called  toxicologists  must  know  how 
the  substance  is  absorbed,  distributed,  used,  stored,  and  released  by  the  body.  For  some  products,  it  may  be 
necessary  to  identify  long-term,  cumulative  health  effects,  such  as  the  potential  to  cause  cancer,  promote  birth 
defects,  affect  reproduction,  or  harm  the  nervous  system.  Without  laboratory  animals,  scientists  would  lose 
a fundamental  method  for  obtaining  the  data  needed  to  make  wise  decisions  about  potential  health  risks. 

The  PHS  agencies  support  many  initiatives  to  develop  and  validate  systems  to  reduce  dependency  on  animal 
testing.  Scientists  have  become  skilled  in  culturing  a wide  variety  of  tissue  and  organ  cells  outside  the 
living  body  (in  vitro)  and  in  writing  computer  programs  that  simulate  human  and  animal  systems. 

Human  and  animal  cell  cultures  are  being  used  increasingly  to  screen  toxic  substances  before  progressing  to 
whole-animal  testing.  When  in  vitro  studies  show  that  a substance  is  toxic,  testing  it  in  animals  may  not  be 
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necessary.  Computer  models  are  also  being  used  to  help  predict  the  properties  of  substances  and  their  probable 
actions  in  living  systems.  Although  computers  can  store  and  analyze  enormous  amounts  of  data,  some  information 
must  come  from  experimental  animals.  These  non-animal  research  tools  have  reduced  our  dependence  on  animals, 
but  they  cannot  completely  replace  experimental  animals  for  the  foreseeable  future. 

Toxicologists  have  the  responsibility  to  treat  laboratory  animals  with  great  care  and  compassion.  Today,  all 
projects  involving  animal  testing  supported  by  funds  from  the  PHS  must  comply  with  the  regulations  of  the  Animal 
Welfare  Act,  as  amended,  and  the  Health  Research  Extension  Act.  These  laws  were  enacted  to  protect  research 
animals.  An  institution  that  uses  laboratory  animals  for  any  purpose  must  operate  a sound  animal  care  program. 
The  PHS  fosters  quality  control  in  animal  care  and  has  a high  regard  for  the  welfare  of  laboratory  animals. 

The  American  people  want  assurance  that  the  products  they  use  in  recovery  from  illness  and  daily  living  are 
safe;  the  U.S.  Congress  has  enacted  laws  that  require  the  safety  of  products;  and  the  scientific  community 
endeavors  to  promote  the  public  health  through  animal  testing.  Dr.  James  0.  Mason,  Assistant  Secretary  for 
Health,  has  put  it  this  way:  "Whole  animals  are  essential  in  research  and  testing  because  they  best  reflect 
the  dynamic  interactions  between  the  various  cells,  tissues,  and  organs  comprising  the  human  body." 

The  number  of  products  used  by  society  has  increased  greatly  since  animal  testing  began,  but  adverse  health 
effects  are  relatively  uncommon.  This  is,  in  itself,  compelling  evidence  for  the  predictive  value  of  animal 
testing  of  products  for  human  use. 

PROTECTING  LABORATORY  ANIMALS 

As  a result  of  a recent  lawsuit  brought  by  two  animal  protectionist  organizations,  a Federal  court  ordered  the 
U.S.  Department  of  Agriculture  (USDA)  to  reconsider  its  exclusion  of  rats,  mice,  and  birds  from  coverage  under 
the  Animal  Welfare  Act.  In  the  judge's  opinion,  "the  USDA's  decision  not  to  regulate  these  species  sent  a 
message  that  researchers  may  subject  these  animals  to  cruel  and  inhunane  conditions." 

People  who  are  familiar  with  the  extensive  system  of  U.S.  laws,  regulations,  guidelines,  and  principles  that 
protect  the  welfare  of  laboratory  animals  would  not  necessarily  agree  with  the  judge's  comment.  The  Public 
Health  Service  (PHS)  wants  to  reassure  the  American  people  that  other  laws  exist  to  safeguard  the  welfare  of 
rats,  mice,  and  birds,  species  that  comprise  about  90%  of  research  animals. 

According  to  the  Health  Research  Extension  Act,  over  1,000  institutions  receiving  funds  from  the  PHS  to  conduct 
animal  experiments  are  required  to  comply  with  the  provisions  of  the  Act  and  to  follow  the  recommendations  in 
the  Guide  for  the  Humane  Care  and  Use  of  Laboratory  Animals  (Guide).  The  Guide  was  prepared  to  assist 
researchers  in  maintaining  high  quality  care  for  all  commonly-used  laboratory  animals.  It  includes  the 
Government  principles  for  animal  care  and  use  adopted  by  all  agencies  and  institutions  that  conduct  federally- 
supported  animal  research.  This  guide  also  applies  under  another  Federal  law,  the  Good  Laboratory  Practices 
Act.  Research  laboratories  that  conduct  studies  using  rats  and  mice  are  regulated  by  the  PHS's  Food  and  Drug 
Administration  and  are  subject  to  inspections. 

In  addition,  most  institutions  that  do  not  receive  PHS  funding  follow  the  Guide.  For  example,  laboratory  animal 
breeders,  pharmaceutical  manufacturers,  and  commercial  research  laboratories  that  may  not  be  subject  to  USDA 
and  PHS  regulations  voluntarily  participate  in  a national  program  of  certification  by  the  American  Association 
for  Accreditation  of  Laboratory  Animal  Care.  This  private  organization  monitors  institutional  animal  care 
programs  to  be  sure  they  maintain  the  standards  set  forth  in  the  Guide. 

Animal  use  is  an  integral  component  of  biomedical  and  behavioral  research  and  testing.  The  vast  majority  of 
scientists  recognize  that  good  science  and  good  animal  care  go  hand-in-hand  and  would  not  tolerate  or  condone 
cruelty  to,  or  inhumane  treatment  of,  any  laboratory  animal. 

DISCONTINUATION  OF  THE  NCRR  PROGRAM  ANNOUNCEMENT:  LABORATORY  ANIMAL  SMALL  RESEARCH  GRANTS 


NIH  GUIDE.  Volume  22,  Number  8,  February  26,  1993 
P.T.  34;  K.W.  1014006,  0201058 
National  Center  for  Research  Resources 

Beginning  with  the  June  1,  1993,  application  receipt  date,  the  National  Center  for  Research  Resources  (NCRR) 
will  no  longer  accept  new  and  amended  applications  for  the  Comparative  Medicine  Program  Announcement  for 
Laboratory  Animal  Small  Research  Grants  as  described  in  the  NIH  Guide  for  Grants  and  Contracts  (Vol.  21,  Number 
29,  August  14,  1992).  This  activity  is  also  described  as  "Small  Grants  Program  in  Laboratory  Animal  Sciences" 
in  the  NIH  publication  entitled  "NIH  Small  Grants  Program  (R03),"  dated  August  1992. 

INQUIRIES 

Inquiries  regarding  this  notice  are  to  be  addressed  to: 

Cynthia  L.  Pond,  D.V.M. 

Director,  Laboratory  Animal  Science  Program 
Comparative  Medicine  Program 
National  Center  for  Research  Resources 
Westwood  Building,  Room  857 
Bethesda,  MD  20892 

Telephone:  (301)  496-5175  (After  3/28/93,  (301)  594-7933) 

FAX:  (301)  480-0868  (After  3/28/93,  (301)  594-9149) 
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NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 


SECOND  SURVEY  OF  PREVENTIVE  PEDIATRIC  CARDIOLOGY 

N I H GUIDE.  Volume  22,  Number  8,  February  26,  1993 
RFP  AVAILABLE:  NHLBI-HC-93-09 
P.T.  34,  AA;  K.W.  0715040,  0404021,  0411005 
National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  has  a requirement  for  a 100  percent  Small  Business 
Set-aside  (SIC  8732  - $3.5M)  to  perform  a survey  on  a national  stratified  sample  of  physicians  who  treat 
children  to  assess  the  current  status  of  physicians'  attitudes,  knowledge,  and  practice  behaviors  related  to 
the  clinical  management  of  coronary  heart  disease  (CHD)  risk  factors  in  children,  and  changes  in  these  areas 
from  the  time  the  first  survey  was  conducted  in  December  1987  through  February  1988.  This  survey  will  attempt 
to  obtain  the  current  information  by  means  of  a nationwide  telephone  interview;  identify  major  changes  in  this 
information  since  the  time  of  the  first  survey;  identify  possible  barriers  in  utilization  of  the  guidelines 
issued  by  the  National  Cholesterol  Education  Program's  Expert  Panel  on  Blood  Cholesterol  Levels  in  Children  and 
Adolescents  and  the  NHLBI  Working  Group  Report  on  High  Blood  Pressure  in  Children;  and  identify  possible 
existing  gaps  in  physician  knowledge  and  other  attitudinal  and  practice  issues  that  may  be  obstacles  in  the 
primary  care  setting  for  the  practice  of  pediatric  preventive  cardiology. 

Such  efforts  would  require  organizations  with  senior  survey  statistical  and  sampling  expertise,  expertise  in 
questionnaire  development  and  formatting,  and  in  designing,  planning,  and  managing  telephone  surveys,  including 
processing  and  analyzing  the  data  collected.  Qualified  interviewers  having  telephone  survey  experience  with 
health  professionals  in  private  practice  must  be  available.  The  organization  must  also  have  experience 
(directly  or  through  a subcontractor)  in  performing  national  telephone  surveys  and  data  analysis  of  such  survey 
data.  An  incrementally  funded  contract  will  be  awarded  for  a period  of  30  months. 

INQUIRIES 

RFP  NHLBI-HC-93-09  is  now  available  and  responses  are  due  by  April  6,  1993  at  4:00pm.  A written  request  must 
include  three  self-addressed  labels  and  must  cite  RFP  number  NHLBI-HC-93-09.  Address  requests  to: 

Mr.  John  Taylor 

National  Heart,  Lung,  and  Blood  Institute 
7550  Wisconsin  Avenue 
Federal  Building,  Room  200 
Bethesda,  MD  20892 


ESTABLISHMENT  OF  A PERINATAL  RESEARCH  FACILITY 

NIH  GUIDE.  Volume  22,  Number  8,  February  26,  1993 

RFP  AVAILABLE:  NICHD-IRP-92-24 

P.T.  34;  K.W.  0775020,  0785035,  0785135 

National  Institute  of  Child  Health  and  Human  Development 

The  announcement  for  a Perinatal  Research  Facility  published  in  the  NIH  Guide  on  January  8,  1993,  is  hereby 
amended  to  read  as  follows:  The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  seeks  a 
contractor  to  provide  the  space,  patient  population,  personnel,  and  support  services  required  by  the  Intramural 
Perinatology  Research  Branch  to  perform  the  research  associated  with  this  project.  The  following  mandatory 
qualification  criteria  are  conditions  that  must  be  met  at  the  time  of  source  selection:  (1)  the  prime  contractor 
must  have  the  academic,  clinical,  and  scientific  environment  required  to  attract  and  recruit  qualified  clinical 
and  basic  research  trainees  and  staff  and  to  render  the  services  necessary  for  the  support  of  clinical  and 
laboratory  research  conducted  by  the  Perinatology  Research  Branch;  (2)  the  prime  contractor,  including  any 
subcontractors,  must  have  a minimum  of  3,500  deliveries  per  year  with  a minimum  of  20  percent  high-risk 
pregnancies.  Both  the  prime  contractor  and  any  subcontractors  must  be  located  in  the  District  of  Columbia  as 
requested  by  Congress;  (3)  the  prime  contractor  must  have  a residency  program  in  Obstetrics  and  Gynecology  and 
Pediatrics  with  Board  approved  fellowships  in  Maternal-Fetal  Medicine  and  Neonatology;  and  (4)  the  prime 
contractor  must  have  a tertiary  care  nursery  and  relevant  pediatric  subspecialties  (Cardiology,  Surgery, 
Clinical  Genetics).  All  responsible  sources  may  submit  an  offer  that  will  be  considered  by  the  government. 
It  is  anticipated  that  one  cost- reimbursement  incrementally  funded  type  contract  will  be  awarded  under  the  RFP 
for  a period  of  five  years.  The  anticipated  starting  date  is  July  1,  1993. 

This  announcement  is  not  a request  for  proposals  (RFP).  RFP  No.  NICHD-IRP-92-24  will  be  issued  on  or  about  March 
5,  1993.  Proposals  will  be  due  approximately  60  days  thereafter. 
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INQUIRIES 


Copies  of  the  RFP  may  be  obtained  by  sending  written  requests  to: 

Paul  J.  Duska,  Contracting  Officer 
Contracts  Management  Branch,  OGC 

National  Institute  of  Child  Health  and  Human  Development 
Building  6100,  Room  7A07 
Bethesda,  MD  20892 
FAX:  (301)  402-3676 

Requests  received  in  response  to  the  January  8,  1993  announcement  will  be  included  in  the  mailing  list  for  this 
announcement.  Requests  may  also  be  made  by  FAX. 


ANALYSES  OF  EPIDEMIOLOGIC  AW  ETHNOGRAPHIC  STUDY  DATA 


NIH  GUIDE.  Volune  22,  Number  8,  February  26,  1993 
RFP  AVAILABLE:  NIH-N01DA-3-5202 
P.T.  34;  K.U.  0755018,  0785055,  1010013,  0404009 
National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  proposals  from  qualified  organizations  having  the 
capability  to  analyze  complex  ethnographic  epidemiologic  study  data.  During  the  36-month  period  of  this 
contract,  the  objective  is  to  provide  data  analysis  of  epidemiologic  studies  pertaining  to  drug  abuse.  The 
product  of  the  contract  will  be  reports  containing  tables  presenting  the  results  of  the  data  analyses, 
descriptions  of  the  analytic  methods  used,  and  written  descriptions  of  the  results  presented  in  the  tables. 
The  tables  will  be  utilized  by  NIDA  staff  to  prepare  papers  and/or  reports  for  publication.  The  statement  of 
work  specifies  five  studies  for  which  data  analysis  support  are  required.  In  addition,  this  contract  will 
provide  support  for  data  analysis  of  other  studies  or  field  investigations  that  will  be  conducted  by  DEPR  during 
the  three-year  period  of  the  contract  and  secondary  analysis  of  existing  data. 

The  offeror  must  possess  comprehensive  knowledge  of  ethnography,  epidemiology,  biostatistics,  and  drug  abuse. 
The  offeror  must  have  experience  in  statistical  analysis  of  complex  epidemiologic  data,  including  use  of  various 
mutlivariate  analysis  techniques,  and  of  ethnographic  data,  including  use  of  qualitative  methods. 

Estimated  issuance  date  of  RFP  No.  N01DA-3-5202  is  February  24,  1993  and  responses  are  due  to  be  received  in 
the  Contracting  Office  45  calendar  days  thereafter. 

Written  requests  for  copies  of  solicitations  will  be  honored  if  received  within  twenty  calendar  days  after 
issuance  of  the  solicitation. 

Written  requests  received  after  this  period  will  be  filled  on  a first-come,  first-served  basis  until  the  supply 
is  exhausted;  however,  there  is  no  assurance  that  copies  requested  after  the  twentieth  day  will  reach  the 
requestor  before  the  due  date  for  receipt  of  responses. 

INQUIRIES 

Written  requests  are  to  be  forwarded  to: 

Mr.  Jeffrey  Weiner 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10-49 
5600  Fishers  Lane 
Rockville,  MD  20857 

This  advertisement  does  not  commit  the  government  to  make  an  award. 

ONGOING  PROGRAM  ANNOUNCEMENTS 
NIH  LOAN  REPAYMENT  PROGRAM  FOR  AIDS  RESEARCH 


NIH  GUIDE.  Volume  22,  Number  8,  February  26,  1993 

PA  NUMBER:  PA-93-55 

P.T.  23;  K.W.  0715008,  1014002 

National  Institutes  of  Health 

Application  Receipt  Dates:  April  26  and  July  26,  1993 
PURPOSE 

This  notice  is  a republication,  with  significant  modifications,  of  an  October  30,  1992  (Vol.  21,  No.  39) 
issuance  on  this  subject.  It  is  being  reissued  to  emphasize  its  availability  and  to  provide  updated  information 
regarding  expanded  eligibility  criteria. 
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On  November  4,  1988,  the  United  States  Congress  enacted  Public  Law  100-607,  directing  the  National  Institutes 
of  Health  (NIH)  to  establish  a program  of  educational  loan  repayment  to  attract  additional  investigators  into 
Acquired  Immunodeficiency  Syndrome  (AIDS)  research.  The  NIH  Loan  Repayment  Program  for  AIDS  Research  (LRP) , 
in  order  to  increase  the  number  of  investigators  conducting  AIDS  research  at  the  NIH,  invites  interested  health 
professionals  to  apply  for  LRP  participation. 

The  LRP  may  pay  a maximum  of  $20,000  a year  directly  to  a participant's  lenders  for  qualifying  educational  debt 
during  an  initial,  minimum  two-year  service  period.  The  actual  loan  repayment  is  based,  in  part,  on  the 
availability  of  funding  as  well  as  the  proportion  of  the  participant's  qualifying  debt  relative  to  their  NIH 
basic  pay  or  stipend.  Since  such  payments  to  lenders  are  considered  income  for  the  participant  and  increases 
his/her  Federal  tax  liability,  the  LRP  also  makes  payments,  equal  to  39  percent  of  the  total  loan  repayments, 
directly  towards  the  participant's  Internal  Revenue  Service  (IRS)  account.  The  LRP  may  make  additional  tax 
reimbursements  to  those  participants  who  show  an  increase  in  State  and/or  local  tax  liability.  Benefits  are 
paid  in  addition  to  a participant's  annual  NIH  basic  pay  or  stipend. 

As  of  October  1,  1992,  the  NIH  has  been  expanded  to  include  three  additional  research  institutes  that  were 
formerly  components  of  the  Alcohol,  Drug  Abuse  and  Mental  Health  Administration  (ADAMHA):  National  Institute 
on  Alcohol  Abuse  and  Alcoholism  (NIAAA),  National  Institute  on  Drug  Abuse  (NIDA),  and  National  Institute  of 
Mental  Health  (NIMH).  Therefore,  qualified  employees  of  NIAAA,  NIDA,  and  NIMH  as  of  October  1,  1992  are 
considered  NIH  employees  and  eligible  for  LRP  participation  subject  to  the  other  criteria  and  procedures 
described  herein. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement, 
NIH  Loan  Repayment  Program  for  AIDS  Research,  a program  which  is  related  to  the  priority  area  of  HIV  infection. 
Those  interested  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

An  applicant  to  the  LRP  is  accepted  for  LRP  participation  when  his/her  qualified  AIDS  research  assignment  is 
approved  by  the  AIDS  Research  Loan  Repayment  Committee  (LRC)  and  his/her  contract  is  executed.  Specific  LRP 
applicant  and  participant  eligibility  criteria  include  the  following: 

(1)  Individuals  employed  by  the  NIH  during  the  period  November  4,  1987,  through  November  3,  1988,  are 
INELIGIBLE; 

(2)  Applicants  must  be  citizens  or  permanent  residents  of  the  United  States; 

(3)  Applicants  must  have  a Ph.D.,  M.D.,  D.O.,  D.D.S.,  D.M.D.,  D.V.M.,  or  equivalent  degree; 

(4)  Applicants  must  have  qualified  educational  debt  in  excess  of  20  percent  of  their  annual  NIH  basic  pay  or 
stipend  on  the  date  of  program  eligibility,  resulting  from  governmental  or  commercial  loans  obtained  to  support 
their  undergraduate  and/or  graduate  education; 

(5)  Individuals  with  existing  service  obligations  to  Federal,  State,  or  other  entities  will  NOT  be  considered 
for  the  LRP  unless  deferrals  are  granted  for  the  length  of  their  LRP  service  obligation; 

(6)  Applicants  must  be  appointed  under  a temporary  or  permanent  employment  mechanism  that  allows  their 
employment  with  the  NIH  to  last  a minimum  of  two  years; 

(7)  Individuals  who  are  not  NIH  employees,  such  as  Visiting  Fellows,  Intramural  Research  Training  Award  (IRTA) 
recipients,  National  Research  Service  Award  (NRSA)  recipients.  Guest  Researchers  or  Special  Volunteers,  NIH 
National  Research  Council  (NRC)  Biotechnology  Research  Associates  Program  participants,  and  Intergovernmental 
Personnel  Act  (IPA)  participants,  may  NOT  participate  in  the  LRP;  and 

(8)  Applicants  will  NOT  be  excluded  from  consideration  under  the  LRP  on  the  basis  of  race,  color,  creed, 
religion,  sex,  handicap,  age,  national  origin,  or  political  affiliation. 

In  addition,  in  order  to  qualify  for  repayment,  LRP  applicants'  debts  are  subject  to  the  following  limitations 
and  restrictions: 

The  LRP  will  repay  lenders  for  the  principal,  interest,  and  related  expenses  (such  as  the  required  insurance 
premiums  on  the  unpaid  balances  of  some  loans)  of  qualified  Government  (Federal,  State,  and  local)  and 
commercial  educational  loans  obtained  by  participants  for  the  following:  (1)  undergraduate,  graduate,  and 
health  professional  school  tuition  expenses;  (2)  other  reasonable  educational  expenses  required  by  the  school(s) 
attended,  including  fees,  books,  supplies,  educational  equipment  and  materials,  and  laboratory  expenses;  and 
(3)  reasonable  living  expenses,  including  the  cost  of  room  and  board,  transportation  and  commuting  costs,  and 
other  reasonable  living  expenses  as  determined  by  the  LRP. 

The  following  loans  are  NOT  repayable  under  the  LRP:  (1)  loans  not  obtained  from  a Government  entity  or 
commercial  lending  institution,  such  as  loans  from  friends,  relatives,  or  other  private  individuals;  (2)  loans 
for  which  contemporaneous  documentation  is  not  available;  (3)  loans  or  portions  of  loans  obtained  for 
educational  or  living  expenses  which  exceed  the  "reasonable"  level  as  determined  by  the  standard  school  budget 
for  the  year  in  which  the  loan  was  made,  and  are  not  determined  by  the  LRP  to  be  reasonable  based  on  additional 
documentation  provided  by  the  applicant;  and  (4)  loans,  financial  debts,  or  service  obligations  incurred  under 
the  Physicians  Shortage  Area  Scholarship  Program,  National  Research  Service  Award  Program,  Public  Health  and 
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National  Health  Service  Corps  Scholarship  Training  Program,  National  Health  Service  Corps  Scholarship  Program, 
Armed  Forces  (Army,  Navy,  or  Air  Force)  Health  Professions  Scholarship  Program,  and  Indian  Health  Service 
Scholarship  Program. 

Loans  in  default,  or  loans  not  current  in  payment  schedule,  will  not  be  considered  as  qualifying  for  repayment. 
Repayments  will  only  be  made  for  loans  with  current  payment  status.  During  lapses  in  loan  repayments,  due 
either  to  program  administrative  complications  or  a break  in  service,  participants  are  wholly  responsible  for 
making  payments  or  any  other  arrangements  which  maintain  loans  in  a current  payment  status.  Penalties  assessed 
to  participants  as  a result  of  LRP  administrative  failures  to  maintain  current  payment  status  may  be  considered 
for  reimbursement. 

Payments  will  NOT  be  made  under  the  LRP  for  loans  which  participants  have  paid  prior  to  the  program  eligibility 
date. 

RESEARCH  OBJECTIVES 

The  LRP  is  designed  to  attract  additional  investigators  into  AIDS  research.  The  LRP  intends  to  fund  individuals 
conducting  AIDS  research  as  described  in  the  following  paragraphs,  which  contain  the  "Activities  Constituting 
AIDS  Research"  criteria  as  adopted  by  the  LRC  on  October  13,  1992: 

"The  following  parameters  define  whether  a proposed  research  assignment  meets  the  criteria  for  coverage  under 
the  NIH  Loan  Repayment  Program  for  AIDS  Research  - that  is,  whether  the  incumbent  will  be  "primarily"  engaged 
in  AIDS  research.  "Primarily"  engaged  in  AIDS  research  is  defined  as  AIDS  research  activities  that  constitute 
at  least  80%  of  a researcher's  time.  Clinical  Associates,  whose  intent  is  to  primarily  engage  in  AIDS  research, 
must  engage  in  qualified  AIDS  research  for  at  least  three  months  in  the  first  year  of  their  program,  with  a 
total  of  fifteen  months  of  qualified  AIDS  research  during  their  two-year  contract. 

"AIDS  research  includes  studies  of  the  hunan  immunodeficiency  virus  (HIV),  the  pathophysiology  of  HIV  infection, 
the  development  of  models  of  HIV  infection  and  its  sequelae,  cofactors  predisposing  to  HIV  infection  and  AIDS, 
or  its  sequelae,  and  the  development  of  vaccines  and  therapeutics.  More  specifically,  the  following  research 
activities  are  included:  (1)  studies  of  HIV  and  related  retroviruses;  (2)  studies  of  the  mechanism(s)  by  which 
HIV  and  related  retroviruses  establish  infection  and  infect  host  cells;  (3)  studies  of  the  mechanism(s)  by  which 
HIV  and  related  retroviruses  cause  disease,  including  studies  of  the  immune  deficiency  induced  by  HIV  and 
related  retroviruses;  (A)  studies  of  the  pathophysiology  of  host  response  to  HIV  infection;  (5)  studies  of  in 
vivo  or  in  vitro  models  of  human  HIV  infection  and  its  sequelae;  (6)  epidemiologic  studies  of  HIV  and  related 
retrovirus  infection;  (7)  clinical  trials  involving  prophylaxis  or  therapy  for  HIV  infection  or  its  sequelae; 
(8)  preclinical  studies  aimed  at  the  development  of  therapy  for  or  prevention  of  HIV  infection  and  the 
immunodeficiency  caused  by  HIV  infection  and  its  sequelae;  (9)  cofactors  predisposing  to  acquiring  HIV  infection 
and/or  the  progression  of  HIV-related  disease;  (10)  basic  studies  and  clinical  trials  involving  vaccines,  or 
other  immunological  or  chemotherapeutic  interventions  for  the  prevention  of  HIV  infection  and  its  sequelae;  (11) 
studies  into  the  transmission  of  HIV  involving  high  risk  behaviors  and  research  concerning  the  interruption  of 
transmission  by  behavioral  change  and  pharmacologic  intervention;  and  (12)  basic  studies  of  the  societal  impact 
of  and  response  to  the  HIV/AIDS  epidemic,  including  subgroups  within  the  population. 

"AIDS  researchers  include  scientists  who  are  intellectually  engaged  in  the  process  of  providing  scientific 
direction  and  guidance  in  programs  of  original  AIDS  research,  specifically  epidemiologists,  statisticians,  and 
others  who  are  involved  in  the  design  and  conduct  of  research  studies.  The  duties  of  such  scientists  may 
include  the  generation  and  design  of  studies  and  the  collation  and  analysis  of  data;  and/or  the  preparation  and 
publication,  as  author  or  co-author,  of  studies  in  peer-reviewed  journals. 

"AIDS  researchers  also  include  physicians  who  are  providing  care  for  HIV-infected  individuals  who  are  subjects 
of  HIV-related  research." 

APPLICATION  PROCEDURES 

An  initiating  official,  which  may  be  a laboratory  or  branch  chief,  must  recommend  an  individual  for  application 
to  the  LRP,  and  the  Institute,  Center,  or  Division  (ICD)  Scientific  Program  Director  and  ICD  Director  must 
concur.  Since  LRP  participation  is  contingent,  in  part,  upon  employment  with  the  NIH,  candidates  may  not  be 
recommended  for  loan  repayment  by  an  ICD  until  a firm  employment  commitment  has  been  made  by  the  recommending 
I CD's  Personnel  Department. 

ICD  Loan  Repayment  Program  Coordinators  forward  recommended  applications  to  the  Director,  LRP,  who  submits 
eligible  applications  for  consideration  and  approval /disapproval  by  the  LRC.  Recommended  candidates  may  forward 
financial  information  directly  to  the  Director,  LRP. 

At  the  conclusion  of  the  initial  contract,  participants  may  reapply  and  be  considered  for  subsequent,  one-year 
continuation  contracts.  Continuation  contracts  are  based  upon  the  same  review  criteria  as  the  initial  contract, 
in  addition  to  a submission  which  describes  AIDS  research  accomplishments  made  during  the  initial  contract. 
These  continuation  contracts  are  approved  on  a year-to-year  basis  and  contingent  upon  the  appropriation  and 
availability  of  funds. 

REVIEW  CONSIDERATIONS 

The  LRC  reviews  the  scientific  research  portions  of  eligible  LRP  applications.  The  LRC,  which  is  composed  of 
intramural  and  extramural  scientific  staff,  reviews,  ranks,  and  approves  or  disapproves  applications.  LRC 
approval,  in  part,  is  based  on  the  appropriateness  of  the  research  assignment  to  the  LRP's  AIDS  research 
criteria  (see  above)  and  the  scientific  merit  of  the  research.  In  addition,  the  credentials  provided  in  the 
application  are  reviewed  and  ranked  to  assess  the  applicant's  potential  to  conduct  qualified  AIDS  research. 
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LRP  program  staff  review  and  verify  the  financial  portions  of  eligible  applications  and  determine  projected 
funding  levels.  Actual  funding  is  dependent  upon  LRC  approval  and  the  terms  of  the  LRP  service  contract. 

AWARD  CRITERIA 

The  award  of  funds  for  approved  applications  is  contingent,  in  part,  upon  the  availability  of  funds  appropriated 
by  the  Congress  of  the  United  States  for  the  NIH.  Funds  will  not  be  awarded  to  disapproved  applications.  In 
return  for  the  repayment  of  their  educational  loans,  participants  must  agree  (1)  to  be  "primarily"  engaged  in 
qualified  AIDS  research,  which  is  described  above  in  the  "Activities  Constituting  AIDS  Research"  criteria,  as 
NIH  employees  for  a minimum  period  of  two  years;  (2)  make  payments  to  lenders  on  their  own  behalf  for  periods 
of  Leave  Without  Pay  (LWOP);  (3)  pay  monetary  damages  as  required  in  cases  where  the  initial  contract  is 
breached;  and  (4)  all  other  provisions  agreed  upon  in  their  contracts.  Substantial  monetary  penalties  will  be 
imposed  for  breach  of  contract. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome.  Information  regarding  the  LRP  may  be  obtained  by  calling  or  writing: 

Marc  S.  Horowitz,  J.D. 

Director,  NIH  Loan  Repayment  Program  for  AIDS  Research 

Office  of  AIDS  Research 

National  Institutes  of  Health 

Building  31,  Room  5C12 

Bethesda,  MD  20892 

Telephone:  (800)  528-7689 

AUTHORITY  AND  REGULATIONS 

The  LRP  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  under  number  93.936.  Awards  are  made  under 
authorization  of  section  487A  of  the  PHS  Act  (42  U.S.C.  288-  1),  as  amended  by  section  634  of  the  Health  Omnibus 
Programs  Extension  of  1988  (P.  L.  100-607).  This  program  is  not  subject  to  the  provisions  of  Executive  Order 
12372,  Intergovernmental  Review  of  Federal  Programs,  and  was  granted  clearance  from  the  Office  of  Management 
and  Budget  (0MB)  (0925-0361),  under  the  requirements  of  the  Paperwork  Reduction  Act  of  1980,  on  June  15,  1990. 

MINORITY  INTERNATIONAL  RESEARCH  TRAINING  GRANTS 
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PAR  NUMBER:  PAR-93-56 

P.T.  44,  FF;  K.W.  0720005 

Fogarty  International  Center 
Office  of  Research  on  Minority  Health 

Letter  of  Intent  Receipt  Date:  April  1,  1993 
Application  Receipt  Date:  May  17,  1993 

PURPOSE 

The  Fogarty  International  Center  (FIC)  and  the  Office  of  Research  on  Minority  Health  (ORMH)  announce  a program 
to  provide  international  research  training  opportunities  for  minority  undergraduate  students,  minority  graduate 
students  and  minority  faculty  members  in  biomedical  and  behavioral  research.  Training  grant  awards  will 
initially  be  made  for  three  years  to  U.S.  colleges  and  universities  for  the  purpose  of  encouraging  students  to 
pursue  degrees  and  careers  in  the  biological  sciences  by  broadening  their  undergraduate  and  graduate  education 
through  international  experiences;  promoting  qualities  of  leadership  by  expanding  cultural  perspectives  and  to 
help  prepare  the  next  generation  of  scientific  leaders  to  work  effectively  in  a global  environment;  and 
establishing  linkages  between  U.S.  scientists  and  institutions  and  established  centers  of  biomedical  research 
abroad. 

There  may  be  any  or  all  of  the  following  three  components  within  each  institutional  award:  (1)  the 

international  research  training  program  for  pre-baccalaureate  students  pursuing  life  science  curricula  to 
conduct  short-term  research  and  coursework  abroad  for  approximately  8 to  12  weeks;  (2)  a predoctoral  program 
to  enable  minority  students  to  receive  research  training  for  approximately  3 to  12  months  at  foreign 
institutions;  and  (3)  the  international  faculty  program  for  individual  minority  faculty  to  conduct  research  at 
foreign  institutions  for  approximately  3 to  12  months. 

Applications  may  be  submitted  from  individual  institutions  or  from  consortia  of  U.S.  institutions  with  one  lead 
institution.  For  the  purposes  of  this  program,  consortia  will  link  institutions  that  have  active  international 
programs  with  those  with  limited  international  research  training  programs. 

ELIGIBILITY  REQUIREMENTS 

These  institutional  training  grants  will  be  awarded  to  U.S.  institutions  for  the  purpose  of  collaborating  with 
one  or  more  foreign  research  centers  that  can  provide  a substantial  research  training  experience  for  the  U.S. 
minority  participants.  The  applicant  institution  and  any  associated  institution  in  a consortium  must  be  a two- 
or  four-year  domestic  school,  college  or  university.  Minority  participants  must  be  from  underrepresented 
minority  groups,  including  African  Americans,  Hispanic  Americans,  American  Indians  and  Pacific  Islanders.  The 
program  director  at  the  applicant  institution  will  be  responsible  for  the  selection  and  appointment  of 
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participants,  selection  of  the  foreign  training  site(s)  and  the  overall  direction  of  the  training  program. 
Participating  students  and  faculty  members  must  be  U.S.  citizens  or  permanent  U.S.  residents  and  be  pursuing 
degrees,  studying  and/or  conducting  research  in  the  biomedical  or  behavioral  sciences  at  the  time  of 
appointment. 

The  foreign  research  centers  should  be  universities,  colleges  or  other  research  institutions  that  have  strong, 
well-established  biomedical  or  behavioral  research  and  research  training  programs.  Close  cooperation  between 
the  U.S.  and  foreign  institutions  and  scientists  will  be  needed  to  provide  the  trainees  with  a foreign  mentor 
or  collaborator  who  is  recognized  as  an  accomplished  investigator  and  who  will  participate  in  their  research 
training. 

Undergraduate  student  trainees  must  be  pre- baccalaureate,  pursuing  a relevant  biomedical  or  behavioral  science 
curriculum  and  must  show  evidence  of  a commitment  to  obtaining  a postgraduate  degree  in  a biomedical  or 
behavioral  field  of  science.  Predoctoral  students  must  be  enrolled  in  a U.S.  graduate  research  training  program 
in  the  biomedical  or  behavioral  sciences.  Students  and  faculty  must  be  affiliated  with  a U.S.  college  or 
university  at  the  time  of  selection;  however,  the  affiliation  need  not  be  with  the  grantee  institution.  The 
foreign  training  for  undergraduate  students  will  usually  be  for  approximately  8 to  12  weeks.  One  minority 
faculty  person  may  accompany  each  group  of  4 to  6 students  and  act  as  a general  advisor/mentor  during  the  study 
abroad.  Faculty  members  must  hold  full-time  tenure  track  faculty  positions  at  the  grantee  institution,  hold 
a doctoral  level  degree  and  have  a biomedical  research  plan  to  carry  out  at  the  host  institution. 

The  predoctoral  training  period  may  be  from  approximately  3 to  12  months  for  the  purpose  of  learning  a technique 
or  carrying  out  a special  project  or  portion  of  a project  related  to  their  doctoral  studies. 

The  training  grant  may  provide  support  for  approximately  3 to  12  months  of  research  and  studies  abroad  for 
faculty,  and  especially  in  the  first  year,  could  support  the  preparation  of  the  training  site  for  the 
undergraduate  training  program. 

MECHANISMS  OF  SUPPORT 

The  mechanism  of  support  is  the  institutional  training  grant  award  (T??).  Domestic  institutions  may  request  up 
to  three  years  of  support.  The  stipend  level  during  the  period  of  foreign  stay  is  $1,000  per  month  for 
undergraduate  and  graduate  students  and  $3,000  per  month  for  the  faculty  member.  Stipends  may  be  supplemented 
from  non-Federal  sources.  Requests  may  be  made  for  training-related  expenses  of  up  to  $200  per  month  for  health 
insurance,  foreign  tuition  and  fees.  Foreign  living  expenses  will  be  $1,000  per  month  for  undergraduate  and 
graduate  students  and  $2,000  per  month  for  faculty  members.  Research  training  and  other  educational  expenses 
at  the  foreign  training  site  may  be  requested  for  up  to  $1,000  per  undergraduate  and  graduate  student,  the 
faculty  program  research  expenses  at  the  foreign  institution  will  be  prorated  at  up  to  $500  per  month.  Travel 
expenses  may  also  be  requested  from  home  to  the  foreign  training  site  and  return.  Appointments  may  range  from 
approximately  8 to  12  weeks  for  undergraduates,  approximately  3 to  12  months  for  the  predoctoral  students  and 
approximately  3 to  12  months  for  faculty.  Indirect  costs  will  be  awarded  to  the  grantee  institution  at  a rate 
of  eight  percent  of  the  allowable  direct  costs.  Each  of  the  Training  grant  awards  will  not  exceed  a total  of 
$400,000  per  year,  including  direct  and  indirect  costs. 

FUNDS  AVAILABLE 

It  is  expected  that  six  to  eight  awards  will  be  made  in  FY  1993  and  an  additional  number  of  new,  competing 
awards  will  be  made  in  FY  1994  and  1995. 

PROGRAM  OBJECTIVES 

The  Minority  International  Research  Training  grants  are  designed  to  offer  research  training  grant  awards  to 
enable  qualified  minority  undergraduate  students,  graduate  students  and  faculty  members  to  participate  in 
international  biomedical  and  behavioral  research  programs.  This  program  is  designed  to  supplement  the  current 
programs  of  the  FIC.  They  include  the  Fogarty  International  Research  Collaboration  Award  (FIRCA),  which 
supports  NIH  grantees  for  the  purpose  of  adding  a foreign  collaboration  with  scientists  in  Central  and  Eastern 
Europe,  Latin  America  or  Sub-Saharan  Africa  to  their  ongoing  research  program,  and  the  Senior  International 
Fellowship  (SIF),  which  supports  U.S.  scientists  for  up  to  12  months  at  foreign  research  work  sites.  The  SIF 
fellowship  may  be  used  over  three  years,  taking  up  to  three  separate  trips  for  a minimum  of  three  months  each. 

This  training  grant  program  is  expected  to  attract  students  and  scientists  in  the  developmental  stages  of  their 
education  and  careers,  to  increase  their  awareness  of  international  research  opportunities  and  to  acquaint  them 
with  the  full  range  of  career  opportunities  in  biomedical  and  behavioral  research.  Minority  faculty  members 
are  expected  to  gain  by  the  foreign  research  experience  in  ways  that  will  contribute  to  the  research  and 
teaching  programs  at  their  U.S.  institution.  Their  association  with  the  foreign  institution  will,  in  many 
cases,  provide  future  undergraduate  and  graduate  research  training  sites.  The  components  of  the  training  grant 
may  include  the  following: 

A.  The  Undergraduate  Research  Training  Program 

This  component  of  the  training  grant  will  offer  a biomedical  sciences  research  experience  for  minority 
undergraduate  students  at  research  centers  abroad  where  arrangements  have  been  made  to  house  and  train  students 
for  from  approximately  8 to  12  weeks,  at  any  appropriate  time  of  the  year.  The  training  may  include  short 
courses  in  the  language  and  culture  of  the  host  country  and/or  academic  college  level  courses  in  the  biomedical 
or  behavioral  sciences.  Also,  the  research  training  must  be  carried  out  during  approximately  half  of  each 
weekday.  Each  group  of  four  to  six  students  may  be  accompanied  by  a faculty  member  who  would  also  conduct 
research,  preferably  at  or  at  least  near  the  location  of  the  students.  The  faculty  member  would  act  as  a 
general  mentor  and  may  receive  support  from  this  training  grant.  The  research  project  might  include  collection 
of  data,  samples,  or  other  information  for  research  purposes.  It  may  not  be  limited  to  routine  clinical 
laboratory  work  without  a research  component. 
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B.  The  Predoctoral  Program 


The  training  grant  may  include  a predoctoral  component  that  will  provide  support  for  research  training  for 
minority  predoctoral  students  at  a foreign  institution  for  approximately  3 to  12  months  as  part  of  the 
requirement  for  the  graduate  research  degree  program  (but  not  professional  degree  programs  such  as  M.D.,  O.D., 
D.D.S.,  Pharm.D.,  or  D.V.M.)  in  which  the  student  is  enrolled.  The  minority  student  will  receive  support  from 
the  training  grant  for  the  foreign  training  portion  only,  and  must  demonstrate  the  benefit  of  foreign  training 
which  may  include  some  course  work  but  must  be  primarily  for  the  conduct  of  research,  to  learn  a technique,  to 
participate  in  a study  or  to  utilize  a unique  resource  or  study  population. 

C.  The  International  Faculty  Program 

Within  this  institutional  training  grant,  the  faculty  program  supports  minority  faculty  members  employed  at  U.S. 
colleges  and  universities  to  carry  out  international  col laborative  research  abroad  for  periods  of  from 
approximately  3 to  12  months.  Faculty  members  will  be  selected  by  the  grantee  institution  and  will  conduct 
studies  and  research  on  a biomedically  related  topic  in  collaboration  with  the  foreign  laboratory.  The  U.S. 
faculty  member  must  have  a doctoral -level  degree  or  equivalent  experience  and  training.  The  purpose  of  this 
program  is  to  enhance  the  current  research  skills  of  the  investigator  by  providing  a new  research  direction  or 
an  extension  of  his  or  her  current  research  activities  or  for  providing  a unique  site  which  offers  a special 
research  facility  or  special  hunan  or  animal  study  population.  The  research  experience  will  also  benefit  the 
faculty  member's  ability  to  communicate  new  scientific  concepts  and  directions  in  international  developments 
in  science  in  his/her  role  as  an  instructor  at  the  U.S.  grantee  institution  or  at  his  or  her  home  institution. 
In  addition  to  the  conduct  of  the  research,  this  program  may  be  used  to  develop  a site  or  sites  for  the  foreign 
research  activities  of  the  undergraduate  students.  The  faculty  member  may  accompany  students  participating  in 
the  undergraduate  research  program  while  also  conducting  research. 

FIC  and  ORMH  staff  will  closely  follow  the  progress  of  each  training  grant  program  through  site  visits  and 
periodic  meetings  of  program  directors. 

LETTER  OF  INTENT 

Each  prospective  applicant  is  requested  to  forward  a letter  of  intent  that  includes  a descriptive  title,  the 
name  and  address  of  the  proposed  Program  Director,  the  name  and  location  of  any  other  participating  U.S. 
institutions  as  well  as  the  proposed  foreign  research  center(s),  and  names  of  U.S.  and  foreign  key 
investigators.  Such  letters  are  requested  for  the  purpose  of  obtaining  an  indication  of  the  number  and  scope 
of  the  applications  to  be  reviewed.  A letter  of  intent  is  not  binding,  is  not  a requirement  of  submission,  and 
does  not  enter  into  the  review  of  the  application.  The  letter  of  intent  is  requested  by  April  1,  1993,  and  is 
to  be  addressed  to  Dr.  David  A.  Wolff  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  institutional  training  grant  application  form  PHS  398  (rev.  9/91). 
Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  301-496-7441. 

The  title  and  number  of  the  announcement  must  be  typed  in  section  2a  on  the  face  page  of  the  application. 

The  completed  application  and  three  legible  copies  must  be  sent  or  delivered  to  the  following  address  and 
received  by  Hay  17,  1993. 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

In  addition,  two  complete  applications  must  be  sent  to  Dr.  Wolff  at  the  address  listed  INQUIRIES. 

REVIEW  PROCEDURES 

All  applications  responding  to  this  announcement  will  be  reviewed  for  scientific  and  technical  merit  by  an  FIC 
initial  review  group,  followed  by  a second  level  review  by  the  Fogarty  International  Center  National  Advisory 
Board.  Reviewers  will  pay  particular  attention  to  the  proposed  method  of  selecting  participating  faculty  and 
students,  the  past  or  potential  capability  of  the  institutions  to  carry  out  this  type  of  program,  the  proposed 
benefit  to  the  participants  and  the  justification  for  selecting  the  foreign  training  site(s).  Letters  from  the 
foreign  collaborator  and  their  institutional  officials  indicating  their  willingness  to  participate  in  this 
training  program,  must  accompany  the  application. 

AWARD  CRITERIA 

Applications  will  compete  for  funds  assigned  to  the  Minority  International  Research  Training  Grant  Program  of 
the  Fogarty  International  Center.  The  following  will  be  considered  in  making  funding  decisions:  contribution 
of  proposal  to  achievement  of  program's  objectives;  scientific  and  technical  merit  of  the  application  as 
determined  by  peer  review;  and  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 
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Direct  inquiries  regarding  programmatic  issues,  address  the  Letter  of  Intent,  and  send  two  copies  of  the 
application  to: 

Dr.  David  A.  Wolff 

Chief,  International  Research  and  Awards  Branch 

Fogarty  International  Center 

Building  31,  Room  B2C39 

Bethesda,  MD  20892 

Telephone:  (301)  496-1653 

FAX:  (301)  402-0779 

Direct  inquiries  regarding  fiscal  matters  to: 

Sylvia  Mandes 

International  Research  and  Awards  Branch 

Fogarty  International  Center 

Building  31,  Room  B2C39 

Bethesda,  HD  20892 

Telephone:  (301)  496-1653 

FAX:  (301)  402-0779 

AUTHORITY  AND  REGULATIONS 

Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Part  A,  Section  307b  (42 
USC  2421),  and  administered  under  PHS  grants  policies  and  Federal  regulations,  most  specifically  42  CFR  part 
61,  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  to 
Health  Systems  Agency  review. 

COMPARATIVE  APPROACHES  TO  BRAIN  AMD  BEHAVIOR 


NIH  GUIDE.  Volume  22,  Number  8,  February  26,  1993 
PA  NUMBER:  PA-93-57 

P.T.  34;  K.U.  0705010,  0414015,  0710030,  0755020,  1002044,  0414005 

National  Institute  of  Mental  Health 
National  Institute  on  Aging 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  of  Neurological  Disorders  and  Stroke 

PURPOSE 

The  purpose  of  this  announcement  is  to  facilitate  a research  area  that  defines  a comparative  framework  for 
understanding  the  neural  substrates  of  behavior,  its  principles,  organization,  and  disorders.  Applicants  are 
encouraged  to  consider  the  advantages  of  using  animal  species  representing  different  evolutionary  levels 
including  species  that  expand  the  kinds  of  animals  conventionally  used  in  brain  and  behavior  research,  as  well 
as  those  that  may  require  further  development  as  experimental  models. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement, 
Comparative  Approaches  to  Brain  and  Behavior,  is  related  to  the  fundamental  research  areas  of  the  Decade  of  the 
Brain.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-  3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  foreign  and  domestic,  public  and  private  non-profit  and  for-profit 
organizations  such  as  universities,  colleges,  hospitals,  laboratories,  research  institutions,  units  of  State 
and  local  governments,  and  eligible  agencies  of  the  Federal  government.  Details  of  eligibility  for  the 
different  funding  mechanisms  vary.  Applicants  are  advised  to  contact  the  program  official  listed  under 
INQUIRIES  for  additional  information  on  specific  application  procedures.  Women  and  minority  investigators  are 
encouraged  to  apply. 

MECHANISMS  OF  SUPPORT 

Regular  research  project  (R01) 

First  Independent  Research  Support  and  Transition  (FIRST,  R29) 

Small  grant  (R03,  NIMH  only) 

Multi-institutional  collaborative  mechanisms  (R10,  NIMH  only) 

Program  project  (P01) 

Individual  pre-doctoral  fellowships  (NIMH  only) 

Individual  post-doctoral  fellowships  (F  series) 

Career  development  awards  (K  series) 

Institutional  training  grants  (T  series) 
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RESEARCH  OBJECTIVES 


Simmary 

The  comparative  approaches  that  are  encouraged  here  do  not  require  the  incorporation  of  more  than  one  species 
in  any  research  project,  but  it  is  hoped  the  research  will  facilitate  broad  consideration  of  their  similarities 
and  differences.  Research  grants  under  this  announcement  will  reveal,  in  many  different  species,  the  neural, 
hormonal,  social  and  experiential  mechanisms  underlying  the  regulation,  integration,  control  and  dysfunctions 
of  behavior  over  the  lifespan  of  the  organism.  Research  in  the  behavioral  and  brain  sciences  indicates  clearly 
that  the  brain  provides  the  plasticity  needed  to  allow  individuals  to  adjust  appropriately  to  change  across  the 
life-span.  A comprehensive  comparative  framework  can  provide  compelling  insights  into  the  workings  of  the  brain 
- the  singular  organ  mediating  rapid  behavioral  change  and  capable  of  coping  with  great  alterations  in  the 
external  world. 

The  major  purpose  of  this  announcement  is  to  emphasize  NIH  interest  in  the  following  approaches  to  behavioral 
neuroscience  research: 

o The  use  of  comparative  studies  for  understanding  human  behavior:  Research  projects  are  sought  that  consider 
both  similarities  and  differences  at  all  levels  of  organization  among  both  closely  and  distantly  related 
species,  including  invertebrate  species. 

o The  exploration  of  the  substrates  of  naturally  occurring  behaviors:  Observations  in  an  animal's 
species- typical  setting  are  encouraged  that  promote  the  validation  and  improvement  of  more  conventional 
laboratory  animal  models.  Complementary  laboratory  studies  are  sought  that  promote  the  understanding  and 
experimental  control  of  behavioral  phenomena  observed  in  the  species- typical  environment. 

o The  promotion  of  interdisciplinary  bridges  in  behavioral  neuroscience  research:  Studies  are  sought  that 
combine,  as  necessary,  field  and  laboratory  methods  in  modeling,  ecology,  social  processes,  individual  behavior, 
anatomy,  physiology,  biochemistry,  and  biophysics. 

The  following  examples  of  research  topics  reflect  the  breadth  of  interests  in  the  program.  They  are  not 
intended  to  be  comprehensive  or  exclusive: 

o The  behavior  and  neurobiology  of  sexual  development,  social  bond  formation,  and  social  communication  relevant 
to  species  survival 

o Neural  and  endocrinological  substrates  of  social  interactions  including  territorial  behavior,  signaling, 
parental  behavior,  mating  behavior,  play,  and  aggression 

o Identification  of  significant  stimuli  that  elicit  patterns  of  behavior 

o Hierarchical  control  of  behaviors  by  identified  neurons  including  both  dynamic  response  sequences  (grooming, 
escape,  or  predation)  as  well  as  rhythmic  responses  (swimming  or  flying) 

o Homeostatic  modulation  of  neural  circuits  controlling  survival  behaviors  such  as  feeding,  drinking,  and 
thermoregulation 

o Brain  adaptations  to  and  mechanisms  of  sleep/wake  cycles,  hibernation,  and  circadian  or  other  cyclic  changes 

o Regulatory  interactions  among  environmental,  genetic,  neuroendocrine,  and  neuro-transmitter  factors  for  the 
control  of  behavior 

o Behavioral  or  cognitive  regulation  of  an  organism's  sensory  input 

o Determinants  of  sexual  dimorphisms  including  their  morphology,  development,  and  behavior 
o Experiential,  social,  and  cognitive  determinants  of  animal  vocalization 

o Neural  and  multisensory  integration  of  guided  behavior,  migration,  orientation,  and  electrolocation 
o Substrates  of  reward,  motivation  and  emotion,  brain  localization  of  responses  to  stress,  fear,  and  anxiety 
o Behavioral  constraints  on  the  development  and  evolution  of  nervous  systems 

Appl  ications  may  include  any  of  a wide  array  of  methods  and  approaches,  including,  for  example,  behavioral, 
electrophysiological , histochemical , neurochemical,  neuroimaging,  and  neuro-pharmacological  techniques. 
Applications  are  also  sought  to  promote  enabling  technologies  for  behavioral  neuroscience  including  biotelemetry 
for  in  vivo  measurements  of  neural  activity  in  vertebrates  and  invertebrates,  brain- imaging  during  patterned 
response  sequences,  in  vivo  electrochemistry  measurements  such  as  with  voltammetry.  The  studies  can  be  conducted 
on  humans  and/or  animals. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
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affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
(rev.  9/91)  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are 
urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 
However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans 
(including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale 
for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  hunan  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  indicated  in  the  application  kit.  Applications  for  fellowship  awards  are  to  be 
submitted  on  PHS  416-1  (rev  10/91).  Applicants  are  advised  to  contact  the  program  official  listed  under 
INQUIRIES  for  procedural  details  related  to  specific  applications.  Application  kits  are  available  at  most 
institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone 
301/496-7441.  The  title  and  nunber  of  the  announcement  must  be  typed  in  section  2a  on  the  face  page  of  the 
appl i cation. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  of  receipt  of  applications  for  most 
discretionary  PHS  grant  programs.  Applications  received  under  this  announcement  will  be  assigned  to  an  initial 
review  group  (IRG)  in  accordance  with  established  PHS  Referral  Guidelines.  The  IRGs,  consisting  primarily  of 
non-Federal  scientific  and  technical  experts,  will  review  the  applications  for  scientific  and  technical  merit. 
Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial  review.  Applications 
will  receive  a second-level  review  by  the  appropriate  Advisory  Council  whose  review  may  be  based  on  policy 
considerations  as  well  as  scientific  merit.  Applications  recommended  for  approval  must  receive  Council 
concurrence  for  funding  if  in  excess  of  $50,000.  Criteria  for  scientif ic/technical  merit  review  of  applications 
will  include  the  following: 

o Past  research  training  record  for  both  the  program  and  the  designated  preceptors  in  terms  of  the  rate  at 
which  former  trainees  establish  independent  and  productive  research  careers 

o Past  research  training  record  in  terms  of  the  success  of  former  trainees  in  obtaining  individual  awards  such 
as  fellowships,  career  awards,  and  research  grants  for  further  development 

o Objectives,  design,  and  direction  of  the  research  training  program 

o Caliber  of  preceptors  as  researchers  including  successful  competition  for  research  support 
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o Training  environment  including  the  institutional  commitment,  the  quality  of  the  facilities,  and  the 
availability  of  research  support 

o Recruitment  and  selection  plans  for  appointees  and  the  availability  of  high  quality  candidates 

o The  record  of  the  research  training  program  in  retaining  health-professional  postdoctoral  trainees  for  at 
least  two  years  in  research  training  or  other  research  activities 

o When  appropriate,  the  concomitant  training  of  health -professional  postdoctorates  (e.g.,  individuals  with  the 
H.D.,  D.O.,  D.D.S. ) with  basic  science  postdoct orates  (e.g.,  individuals  with  a Ph.D.,  Sc.O.)  will  receive 
special  consideration 

Following  scientific-technical  review,  the  applications  will  receive  a second-level  review  by  the  appropriate 
national  advisory  council." 

AWARD  CRITERIA 

Applications  recommended  for  approval  by  the  appropriate  national  advisory  council  will  be  considered  for 
funding  on  the  basis  of  overall  scientific  and  technical  merit  of  the  research  as  determined  by  peer  review, 
Institute  program  needs  and  balance,  and  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome.  Direct  inquiries  about  programmatic  and  technical  issues  to: 

Israel  I.  Lederhendler,  Ph.D. 

Division  of  Neuroscience  and  Behavioral  Science 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  11-102 

Rockville,  MO  20857 

Telephone:  (301)  443-1576 

Fax:  (301)  443-4822 

Bitnet:  ILUSnihcu,  Internet:  ILU3cu.nih.gov 

Andrew  Monjan,  Ph.D. 

Chief,  Neurobiology  of  Aging  Branch 
National  Institute  on  Aging 
Gateway  Building,  Room  3C307 
Bethesda,  MD  20892 
Telephone:  (301)  496-9350 

Norman  A.  Krasnegor,  Ph.D. 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

6100  Building,  Room  4B05 

Bethesda,  MD  20892 

Telephone:  (301)  496-6591 

Herbert  C.  Lansdell,  Ph.D. 

Division  of  Fundamental  Neurosciences 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  916 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-5745 

Direct  inquiries  regarding  fiscal  matters  to: 

Diana  Trunnell 

Assistant  Chief,  Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-15 
Rockville,  MD  20857 
Telephone:  (301)  443-3065 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.242.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  regulations  42  CFR  52  and 
45  Part  74. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  8 - February  26,  1993 

14 


AMI HAL  FACILITY  IMPROVEMENT  FOR  SMALL  RESEARCH  PROGRAMS 


MIH  GUIDE.  Volune  22,  Number  8,  February  26,  1993 

PAR  NUMBER:  PAR-93-58 

P.T . 34;  K.W.  1002002,  1014003 

National  Center  for  Research  Resources 

PURPOSE 

The  National  Center  for  Research  Resources  (NCRR)  encourages  the  submission  of  individual  animal  resource 
improvement  grant  applications  from  small  biomedical  research  institutions.  Domestic  public  and  private 
institutions,  organizations,  and  associations  are  eligible  to  apply  for  this  grant  if  they  meet  the  following 
two  requirements:  (1)  The  institution  must  have  one  or  more  research  projects  supported  by  the  Public  Health 
Service  (PHS)  that  involve  the  use  of  laboratory  animals,  and  (2)  The  institution  must  have  received  less  than 
$1,500,000  (direct  costs)  of  PHS  support  for  research  projects  during  the  most  recently  completed  Federal  fiscal 
year  (October  1,  1991  through  September  30,  1992). 

The  major  objectives  of  this  program  are  to  upgrade  animal  facilities,  develop  administratively  centralized 
programs  of  animal  care,  and  enable  institutions  to  comply  with  the  USDA  Animal  Welfare  Act  and  DHHS  policies 
related  to  the  care  and  use  of  laboratory  animals.  These  awards  do  not  require  matching  funds  from  the  awardee 
institution.  Support  is  limited  to  alterations  and  renovations  (A&R)  to  improve  laboratory  animal  facilities, 
and  purchase  of  major  equipment  items  for  animal  resource,  diagnostic  laboratory,  transgenic  animal  resources, 
or  similar  associated  activities. 

ELIGIBILITY  REQUIREMENTS 

Domestic  public  and  private  institutions,  organizations,  and  associations  are  eligible  to  apply  for  this  grant 
if  they  meet  the  above  requirements.  Institutions  and  commercial  firms  providing  only  services  or  products  and 
without  a clearly  defined  animal  related  research  component  are  not  eligible  to  apply.  Also,  this  program  will 
not  support  requests  for  equipment  used  for  teaching  purposes  and  for  housing  non-research  animals. 
Applications  from  other  Federal  agencies  or  institutions  (e.g.,  Department  of  Veterans  Affairs)  are  limited  to 
requests  for  equipment  only.  Applicants  may  not  submit  more  than  one  application  or  apply  for  other  NCRR 
support  for  developing  and  improving  institutional  animal  resources  in  the  same  Federal  fiscal  year. 

Another  grant  program  for  animal  facility  improvement,  called  "Developing  and  Improving  Institutional  Animal 
Resources"  is  available,  and  will  be  announced  in  the  NIH  Guide  for  Grants  and  Contracts.  Dollar  ceilings  are 
higher  in  that  program,  but  there  will  be  a requirement  for  matching  funds.  Institutions  receiving  less  than 
$1,500,000  per  year  may  compete  for  funding  under  either  program.  Institutions  receiving  $1,500,000  or  more 
(direct  costs)  of  PHS  support  for  research  projects  during  the  most  recently  completed  Federal  fiscal  year  may 
only  submit  applications  to  the  "Developing  and  Improving  Institutional  Animal  Resources"  program. 

MECHANISM  OF  SUPPORT 

The  mechanism  available  for  the  support  of  improvement  projects  is  the  Grant  for  Repair,  Renovation,  and 
Modernization  of  Existing  Research  Facilities  (G20).  Requests  are  limited  to  A&R  to  improve  existing  laboratory 
animal  facilities,  allowable  fees  associated  with  the  A&R  project,  and  major  resource  equipment  related  to  the 
improvement  project,  such  as  animal  cage  systems  and  cage  washers.  Requests  for  new  construction,  including 
the  completion  of  shell  space,  and  equipment  intended  for  teaching  or  non-research  purposes  are  not  allowable. 
Requests  for  basic  general  purpose  equipment  items  for  centralized  surgeries,  diagnostic  laboratories, 
transgenic  animal  facilities,  and  other  similar  associated  activities  are  allowable  when  well  justified  and 
integral  to  the  proposed  project.  However,  a single  item  of  equipment,  or  an  aggregate  of  identical  equipment 
items,  must  have  a total  cost  of  at  least  $1,000.  The  total  budget  request  for  the  improvement  grant 
application  and  award  is  limited  to  a total  of  $300,000  (direct  costs),  of  which  not  more  than  $200,000  may  be 
used  for  alterations  and  renovations.  Matching  funds  are  not  required. 

RESEARCH  OBJECTIVES 

Animal  resource  improvement  grants  are  awarded  to  assist  biomedical  research  institutions  in  upgrading  animal 
facilities  and  developing  administratively  centralized  and  uniformly  effective  programs  of  research  animal  care. 
Another  major  objective  is  to  assist  institutions  in  complying,  and  maintaining  compliance,  with  provisions  of 
the  Animal  Welfare  Act  and  PHS  policies  related  to  the  care  and  use  of  laboratory  animals. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  grant  application  form  PHS  398  (rev.  9/91).  The  single  annual  receipt  date 
for  these  applications  is  June  1.  Applications  received  by  this  deadline  will  receive  October/November  initial 
peer  review,  January/ February  review  by  the  National  Advisory  Research  Resources  Council,  and  will  have  an 
earliest  possible  award  date  of  April  1.  Applications  received  after  the  June  1 deadline  will  be  returned  to 
the  applicant  without  review. 

Current  guidelines  for  this  program  may  be  requested  from  the  Laboratory  Animal  Sciences  Program,  CMP.  These 
guidelines  must  be  followed  in  detail.  Applications  not  adhering  to  these  guidelines  will  be  considered 
non- responsive  to  this  program  and  will  be  returned  to  the  applicant  without  review. 

The  completed  original  application  (signed  original  including  appendices,  if  any)  and  three  copies  must  be  sent 
or  delivered  to: 
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Grant  Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892-4500** 

Simultaneously,  two  additional  copies  (with  appendices,  if  any)  must  be  sent  under  separate  cover  to: 

Scientific  Review  Adninistrator 
Comparative  Medicine  Review  Committee 
Office  of  Review 

National  Center  for  Research  Resources 
Westwood  Building,  Room  10A16 
Bethesda,  MD  20892-4500 

REVIEW  PROCEDURES 

All  applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate  review  committee  managed 
by  the  Office  of  Review,  NCRR.  Second  level  review  will  be  provided  by  the  National  Advisory  Research  Resources 
Council  (NARRC).  Review  of  the  applications  will  be  based  on  scientific  merit,  technical  soundness,  and  cost 
effectiveness.  Review  criteria  are  listed  in  the  supplemental  program  guidelines. 

AWARD  CRITERIA 

Applications  will  compete  with  all  others  in  the  G20  category  for  available  funds.  An  institution  must  have 
current  PHS  funding  for  research  to  be  eligible  for  an  award.  The  following  will  also  be  considered  when  making 
funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

INQUIRIES 

Inquiries  about  specific  improvement  program  guidelines  and  detailed  instructions  for  application  are  encouraged 
and  are  to  be  directed  to  the  following  address  (requests  for  guidelines  should  include  two  self-addressed 
mailing  labels): 

Cynthia  L.  Pond,  D.V.M. 

Director,  Laboratory  Animal  Science  Program 

Comparative  Medicine  Program 

National  Center  for  Research  Resources 

Westwood  Building,  Room  857 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-5175  (After  3/28/93,  (301)  594-7933) 

FAX:  (301)  480-0868  (After  3/28/93,  (301)  594-9149) 

Questions  regarding  fiscal  matters  may  be  directed  to: 

Mr.  Paul  Karadbil 

Office  of  Grants  and  Contracts  Management 
National  Center  for  Research  Resources 
Westwood  Building,  Room  849 
5333  Westbard  Avenue 
Bethesda,  MD  20892 

Telephone:  (301)  496-9840  (After  3/28/93,  (301)  594-7955) 

Application  forms  (PHS  398)  may  be  obtained  from  the  institutions  office  of  sponsored  research  and  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  (301)  496-7441  (After  3/28/93,  (301)  594-7248). 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.306,  Laboratory  Animal  Sciences 
and  Primate  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, 
Section  301  (Public  Law  78.410,  as  amended;  42  USC  241)  and  administered  under  PHS  grant  policies  and  Federal 
Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


**7 HE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 


NATIONAL  HUMAN  SUBJECTS  PROTECTION  WORKSHOPS  1 

National  Institutes  of  Health 
Food  and  Drug  Administration 

INDEX:  NATIONAL  INSTITUTES  OF  HEALTH;  FOOO  AND  DRUG  ADMINISTRATION 

NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOPS  2 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

SMALL  GRANTS  PROGRAM  - REVISED  GUIDELINES  3 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 

EDUCATING  FOR  THE  RESPONSIBLE  CONDUCT  OF  RESEARCH  3 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


ASSESSMENT  OF  POTENTIAL  COCAINE  MEDICATIONS  USING  THE  RAT  SELF-ADMINISTRATION  MODEL 

(RFP  NIH-N01DA-3-8201 ) 4 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

PREPARATION  OF  IMMUNOCONJUGATES  CMAA  NCI -CM-37843-37)  4 

National  Cancer  Institute 
INDEX:  CANCER 

PATHOPHYSIOLOGIC  EFFECTS  OF  IMPAIRED  MYOCARDIAL  FUNCTION  IN  OLDER  PERSONS  (RFA  AG-93-005)  5 

National  Institute  on  Aging 
INDEX:  AGING 


ONGOING  PROGRAM  ANNOUNCEMENTS 


ETIOLOGY.  CONSEQUENCES.  AND  BEHAVIORAL  PHARMACOLOGY  OF  FEMALE  DRUG  ABUSE  (PA-93-059)  6 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

BIOMEDICAL  FACTORS  IN  DRUG  ABUSE  ETIOLOGY  AND  CONSEQUENCES  (PA-93-060)  10 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

CONGENITAL  CYTOMEGALOVIRUS:  UNDERSTANDING  INFECTION  AND  SEQUELAE  (PA-93-061)  13 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institute  of  Child  Health  and  Human  Development 
National  Institute  on  Deafness  and  Other  Communication  Disorders 


INDEX:  ALLERGY,  INFECTIOUS  DISEASES;  CHILD  HEALTH,  HUMAN  DEVELOPMENT;  DEAFNESS,  OTHER  COMMUNICATION  DISORDERS 

RESEARCH  GRANTS  RELATED  TO  GENETICS  OF  THE  EPILEPSIES  (PA-93-062)  17 

National  Institute  of  Neurological  Disorders  and  Stroke 
INDEX:  NEUROLOGICAL  DISORDERS,  STROKE 

This  publication  is  also  available  electronically  to  institutions  via  EUTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer.  Contact  Dr.  John  James  at  301/496-7554  tor  details,  or  send  an  E-mail  message  to  ZNS@NIHCU. 

NOTICES 


NATIONAL  HUMAN  SUBJECTS  PROTECTION  WORKSHOPS 

NIH  GUIDE.  Volume  22,  Nunber  9,  March  5,  1993 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  continuing  to  sponsor 
a series  of  workshops  on  responsibilities  of  researchers,  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest 
in  research  involving  human  persons  and  those  currently  serving  or  about  to  begin  serving  as  a member  of  an  IRB. 
Issues  discussed  at  these  workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The  current 
schedule  includes: 

NORTHWESTERN  WORKSHOP 

DATES:  May  19,  20,  21,  1993 
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LOCATION 

Sheraton  Hotel,  Anchorage,  AK 
SPONSORS 

University  of  Alaska  - Anchorage,  Anchorage,  AK 
Northwest  Indian  College,  Bellingham,  WA 
Indian  Health  Services,  Tucson,  AZ 

REGISTRATION 
Ms.  Ann  Howell 

Coordinator  of  Conferences  and  Institutes 
University  of  Alaska  - Anchorage 
2221  East  Northern  Lights,  Suite  205 
Anchorage,  AK  99508 
Telephone:  (907)  278-8821 

TITLE:  Basic  Training  Session  - Research  Benefits  and  Risks  to  Individuals  and  Communities:  Legal  and  Ethical 
Perspectives 

DESCRIPTION:  This  conference  will  explore  the  legal  and  ethical  perspectives  of  social  and  biomedical  research. 
Protecting  the  individual  rights  of  human  research  subjects  is  of  prime  concern,  but  so  is  protecting  the  rights 
of  communities  of  individuals.  This  is  especially  true  for  indigenous  peoples.  The  conference  is  designed  to 
be  of  interest  to  social  and  biomedical  researchers,  IRB  members,  students,  agency  personnel,  indigenous 
peoples,  and  others  interested  in  the  rights  of  individuals  and  communities.  Opportunities  for  informal 
discussion  and  exchange  will  supplement  the  panel  and  breakout  group  format.  Reports  from  the  simultaneous 
group  sessions  will  be  made. 

Participants  will  learn  how  regulations  and  community  participation  can  protect  human  subjects  in  research, 
explore  the  notion  of  protecting  conmuni ties  from  research  risks,  examine  the  impact  of  recent  court  rulings 
on  research  risks,  interact  with  others  interested  in  research  risk  issues,  and  make  recommendations  to  agency 
and  other  personnel. 

For  information  regarding  these  workshops  and  future  NIH/FDA  National  Human  Subjects  Protection  Workshops, 
contact: 

Ms.  Darlene  Marie  Ross 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 

NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOPS 

NIH  GUIDE.  Volume  22,  Number  9,  March  5,  1993 
P.T . 42;  K.W.  0783005 
National  Institutes  of  Health 

The  Office  for  Protection  from  Research  Risks  (OPRR),  National  Institutes  of  Health  (NIH),  is  continuing  to 
sponsor  workshops  on  implementing  the  Public  Health  Service  Policy  on  Humane  Care  and  Use  of  Laboratory  Animals. 
Each  of  the  workshops  scheduled  for  FY  1993  will  focus  on  a specific  theme. 

The  workshops  are  open  to  institutional  administrators,  members  of  Institutional  Animal  Care  and  Use  Committees, 
laboratory  animal  veterinarians,  investigators,  and  other  institutional  staff  who  have  responsibility  for 
high-quality  management  of  sound  institutional  animal  care  and  use  programs.  Ample  opportunities  will  be 
provided  to  exchange  ideas  and  interests  through  question  and  answer  sessions  and  informal  discussions. 

NORTHEASTERN  WORKSHOP 

DATES:  June  21-22,  1993 

LOCATION 

The  Warwick  Hotel 

1701  Locust  Street 

Philadelphia,  PA  19103-6179 

Telephone:  1-800-523-4210  or  (215)  735-6000 

FAX:  (215)  790-7766 

SPONSORS 

Hahnemann  University  - Drexel  University 

REGISTRATION 
Ms.  Lyla  Haggard 

Vice  President  for  Planning  and  Marketing 

Hahnemann  University 

Broad  and  Vine  - Mail  Stop  609 

Philadelphia,  PA  19102-1192 

Telephone:  (215)  762-1661 

FAX:  (215)  762-4419 
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Dr.  Kenneth  Geller 

Assistant  Vice  President  for  Research  and  Technology  Management 

Office  of  Sponsored  Projects 

Drexel  University  - Building  1-102 

Philadelphia,  PA  19104 

Telephone:  (215)  895-2499 

FAX:  (215)  895-1619 

TOPIC:  ETHICAL  ISSUES  OF  ANIMAL  USE  IN  ACADEME  AND  INDUSTRY 
o Investigator  Training 
o Animal  Use  in  Teaching 
o Assessment  of  Morbidity  and  Endpoints 
o Allegations  of  Noncompliance 

For  information  concerning  this  workshop  and  future  NIH/OPRR  Animal  Welfare  Education  workshops,  contact: 

Mrs.  Roberta  Sonneborn 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-7163 

FAX:  (301)  402-2803 

SMALL  GRANTS  PROGRAM  - REVISED  GUIDELINES 

NIH  GUIDE.  Volume  22,  Nunber  9,  March  5,  1993 
P.T.  34;  K.W.  1014006 

National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  announces  the  availability  of  the  latest  guidelines 
revised  February  1993  for  the  NHLBI  Small  Grants  Program  originally  announced  in  the  NIH  Guide  for  Grants  and 
Contracts,  Vol.  19,  No.  7,  February  16,  1990. 

These  guidelines  may  be  obtained  from: 

Director,  Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  7A17 
Bethesda,  MD  20892 

EDUCATING  FOR  THE  RESPONSIBLE  CONDUCT  OF  RESEARCH 

NIH  GUIDE.  Volume  22,  Number  9,  March  5,  1993 
P.T.  42;  K.W.  1014004 
National  Institutes  of  Health 

On  April  1 and  2,  1993,  in  Boston,  Massachusetts,  Public  Responsibility  in  Medicine  and  Research  (PR1M&R),  in 
cooperation  with  the  Association  of  American  Medical  Colleges,  the  Office  of  Extramural  Research/NIH,  and  Tufts 
University  School  of  Medicine  will  host  a conference  entitled,  "Educating  For  the  Responsible  Conduct  of 
Research:  NIH  Policy  and  Other  Mandates."  The  meeting  will  focus  on  the  training  grants  of  the  NIH  and  the 
National  Science  Foundation,  which  require  instruction  in  the  responsible  conduct  of  research  for  both  pre-  and 
post-doctoral  trainees. 

Panels  will  address  the  following  topics:  the  need  for  teaching  ethics,  the  goals  of  academic  and/or 

institutional  ethics  programs,  demonstrations  of  specific  teaching  methods  and  materials,  and  techniques  for 
both  individual  and  program  evaluation. 

PRIM&R  has  set  aside  a limited  number  of  scholarships  for  fulltime  students  and  others  demonstrating  need,  as 
well  as  a limited  number  of  spaces  for  members  of  the  press. 

INQUIRIES 

Claudia  Blair,  Ph.D. 

National  Institutes  of  Health 
Building  31,  Room  5B31 
Bethesda,  MD  20892 
Telephone:  (301)  496-5366 

For  a complete  program,  additional  information,  and  registration,  address  inquires  to: 

Public  Responsibility  in  Medicine  and  Research 
132  Boylston  Street,  Fourth  Floor 
Boston,  MA  02116 
Telephone:  (617)  423-4112 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


ASSESSMENT  OF  POTENTIAL  COCAINE  MEDICATIONS  USING  THE  RAT  SELF-ADMINISTRATION  HOP EL 

NIH  GUIDE.  Volume  22,  Number  9,  March  5,  1993 
RFP  AVAILABLE:  NIH-N01DA-3-8201 
P.T.  34;  K.W.  0404009,  0740020,  0755060 
National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  proposals  from  qualified  organizations  having  inhouse 
capability  to  perform  experiments  in  rats  to  precl inical ly  evaluate  test  compounds  that  may  be  of  use  in  the 
treatment  of  cocaine  abuse.  The  effects  of  these  test  compounds  on  cocaine  self  administration  in  rats  will 
be  investigated.  The  offeror  must  also  indicate  possession  of  current  DEA  registration  for  Schedule  1 1 - V 
substances  prior  to  award  and  apply  for  Schedule  I registration,  if  necessary.  It  is  anticipated  that  two 
contracts,  each  being  four  and  one  half  years  in  duration,  will  result  from  this  requirement.  Estimated 
issuance  data  of  RFP  No.  N01DA-3-8201  is  March  10,  1993  and  responses  are  due  to  be  received  in  the  Contracting 
Office  45  calendar  days  thereafter. 

Written  requests  for  copies  of  the  solicitation  will  be  honored  if  received  within  twenty  calendar  days  after 
issuance  of  the  solicitation.  Written  requests  received  after  this  period  will  be  filled  on  a first-come, 
first-served  basis  until  the  supply  is  exhausted;  however,  there  is  no  assurance  that  copies  requested  after 
the  twentieth  day  will  reach  the  requestor  before  the  due  date  for  receipt  of  responses. 

INQUIRIES 

All  inquiries  must  be  in  writing  and  addressed  to: 

Kenneth  E.  Goodling 

Contract  Specialist 

National  Institute  on  Drug  Abuse 

Parklawn  Building,  Room  10-49 

5600  Fishers  Lane 

Rockville,  MD  20857 

This  advertisement  does  not  commit  the  Government  to  make  an  award. 

PREPARATION  OF  I mUNOCOM JUGATE S 

NIH  GUIDE.  Volume  22,  Number  9,  March  5,  1993 

MAA  AVAILABLE:  NCI -CM-37843-37 

P.T.  34;  K.W.  0715035 

National  Cancer  Institute 

Master  Agreement  Announcement  (MAA)  No.  NCI -CM-37843-37,  as  published  in  the  NIH  Guide  for  Grants  and  Contracts, 
Vol.  22,  No.  7,  February  19,  1993,  is  amended  to  read  as  follows.  This  project  was  originally  synopsized  as 
a MAA  No.  NCI -CM-27731 . The  purpose  of  this  procurement  is  to  prepare  preclinical  and  clinical  grade  monoclonal 
antibodies,  antibody  fragments,  peptides,  and/or  other  genetically  engineered  targeting  molecules  that  are 
linked  to  chelating  agents.  The  NCI  will  provide  purified  targeting  molecules  to  the  contractor  for  chemical 
conjugation  to  chelating  agents  using  procedures  that  have  either  appeared  in  the  peer  reviewed  literature  or 
have  been  developed  by  the  NCI.  Proprietary  technology  developed  by  the  offeror  to  prepare  the  desired 
immunoconjugates  would  prepare  radioimmunoconjugates  for  both  preclinical  and  clinical  applications.  All 
synthetic  and  purification  procedures  will  be  performed  under  Good  Laboratory  Procedures  (GLP)  and/or  Good 
Manufacturing  Practice  (GMP).  It  is  anticipated  that  the  offeror  will  be  required  to  prepare  approximately 
10-1000  mg  of  each  immunoconjugate.  The  offeror  will  evaluate  these  immunoconjugates  for  purity,  stability, 
immunoreactivity,  and  other  criteria  specified  by  the  NCI.  One  or  more  awards  may  be  made  to  qualified  offerors 
responding  to  the  RFP. 

INQUIRIES 

The  amended  MAA  No.  NCI -CM-37843-37  is  now  available  and  responses  will  be  due  on  or  about  April  15,  1993.  To 
obtain  a copy  of  the  Master  Agreement  Announcement,  call  or  write: 

Patricia  Lightner  or  Dorothy  M.  Coleman 

Treatment  Contracts  Section,  Research  Contracts  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Room  603 

Bethesda,  MD  20892 

Telephone:  (301)  496-8620 

No  collect  calls  will  be  accepted. 
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PATHOPHYSIOLOGIC  EFFECTS  OF  IMPAIRED  MYOCARDIAL  FUNCTION  IN  OLDER  PERSONS 


NIH  GUIDE.  Volume  22,  Number  8,  February  26,  1993 

RFA  AVAILABLE:  AG-93- 005 

P.T.  34,  CC;  K.U.  0715040,  0765035,  0710010 

National  Institute  on  Aging 

Letter  of  Intent  Receipt  Date:  May  15,  1993 
Application  Receipt  Date:  July  14,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  on  Aging  (NIA)  invites  applications  for  research  projects  to  study  the  pathophysiologic 
effects  of  impaired  myocardial  systolic  and/or  diastolic  function  in  persons  with  or  without 
conventional l y- defined  heart  failure.  The  purpose  of  this  program  is  to  define  the  major  pathophysiologic  links 
between  impaired  myocardial  contractile  function  and  resulting  frailty  or  disability. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Request  for  Applications 
(RFA),  Pathologic  Effects  of  Impaired  Myocardial  Function  in  Older  Persons,  is  related  to  the  priority  areas 
of  heart  disease  and  chronic  disabling  conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00473-1)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001- 
00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  any  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  research  project  grant  (ROD.  Awards  will  be  administered  under 
PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  policy  statement,  DHHS  Publication  No.  (OASH) 
90-50,000,  revised  9/91. 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competing  continuation  applications  will 
compete  with  all  investigator-initiated  applications  and  be  reviewed  by  a Division  of  Research  Grants  (DRG) 
study  section.  However,  if  it  is  determined  that  there  is  a sufficient  continuing  program  need,  the  NIA  may 
announce  a request  for  competitive  continuation  applications.  The  total  project  period  for  applications 
submitted  in  response  to  the  present  RFA  may  not  exceed  four  years.  The  requested  total  funding  (direct  and 
indirect  costs)  for  individual  grant  applications  for  the  first-year  may  not  exceed  $200,000,  with  increases 
of  no  more  than  4 percent  for  subsequent  years.  The  anticipated  award  date  will  be  July  1,  1994. 

FUNDS  AVAILABLE 

It  is  estimated  that  $1.2  million  will  be  available  to  fund  grants  under  this  RFA.  This  level  of  support  is 
dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program 
is  provided  for  in  the  financial  plans  of  the  NIA,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent 
upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Myocardial  contractile  dysfunction  is  an  important  cause  of  disability  in  older  people.  As  a clinical  syndrome, 
heart  failure  is  associated  with  reduced  exercise  tolerance,  dyspnea,  and  fatigue.  It  is  now  recognized  that 
pumping  action,  at  least  as  measured  as  left  ventricular  systolic  function,  is  poorly  related  to  exercise 
capacity.  A number  of  other  potential  determinants  of  symptoms  need  to  be  considered.  These  include: 
diastolic  dysfunction,  pulmonary  changes  or  disease,  skeletal  muscle  changes,  physical  fitness,  neuroendocrine 
and  other  hormones,  nutritional  changes,  and  other  variables  such  as  medications  and  depression.  The  purpose 
of  this  research  program  is  to  further  define  the  relationship  among  these  variables  associated  with  heart 
failure  and  resultant  symptoms,  especially  symptoms  that  contribute  to  frailty  or  disability  in  older  people. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

It  is  NIH  policy  that  women  and  minorities  must  be  included  in  clinical  study  populations  unless  there  is  a good 
reason  to  exclude  them.  The  study  design  must  seek  to  identify  any  pertinent  gender  or  minority  population 
differences. 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
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for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  May  15,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  nunber  and  title  of  the  RFA  in 
response  to  which  the  application  may  be  submitted.  The  letter  of  intent  is  to  be  sent  to  Dr.  Cooper  at  the 
address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  Receipt 
date:  July  14,  1993.  Further  information  about  application  procedures  is  available  in  the  RFA  and  from  staff 
contacts  listed  below. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for  completeness  and  responsiveness.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not 
responsive  to  the  RFA,  NIA  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application  to 
the  applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications. 

Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance  with  the  criteria  stated 
below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NIA.  Applications  may 
be  subjected  to  triage  by  an  NIA  peer  review  group  to  determine  their  scientific  merit  relative  to  other 
applications  received  in  response  to  this  RFA.  The  NIH  will  withdraw  from  further  competition  those 
applications  judged  by  triage  to  be  noncompetitive  for  award  and  notify  the  applicant  Principal  Investigator 
and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further  scientific  merit 
review.  The  second  level  of  review  will  be  provided  by  the  National  Aging  Advisory  Council. 

Review  criteria  for  this  RFA  are  the  same  as  those  for  unsolicited  research  grant  applications. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

James  K.  Cooper,  M.D. 

Geriatrics  Program 
National  Institute  on  Aging 
Gateway  Building,  Room  3E327 
Bethesda,  MD  20892 
Telephone:  (301)  496-6761 

Direct  inquiries  regarding  fiscal  matters  to: 

Barbara  Cunningham 

Grants  and  Contracts  Management  Office 
National  Institute  on  Aging 
Gateway  Building,  Room  2N212 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.866.  Awards  are  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 

ETIOLOGY.  CONSEQUENCES.  AMD  BEHAVIORAL  PHARMACOLOGY  OF  FEMALE  DRUG  ABUSE 

NIH  GUIDE.  Volume  22,  Number  9,  March  5,  1993 
PA  NUMBER:  PA-93-059 

P.T . 34;  II;  K.W.  0404009,  0710100,  0755030,  0785055,  0414014 

National  Institute  on  Drug  Abuse 

PURPOSE 

This  program  announcement  seeks  to  stimulate  research  on  (a)  the  etiology  and  consequences  of  drug  abuse  by 
women  of  all  ages  and  reproductive  status  and  (b)  gender  differences  in  the  behavioral  effects  of  abused  drugs. 
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Studies  on  the  etiology,  natural  history,  and  consequences  of  drug  abuse  unique  to  women  include  health  risk, 
psychosocial,  psychiatric,  physiological,  and  neuroendocrine  factors  and  clinical,  social,  economic,  and  legal 
issues  related  to  the  multiple  roles  and  status  of  women  (i.e.,  the  role  of  drug  use  in  female  sexual  activity, 
pregnancy,  parenting,  transmission  of  AIDS,  stress  and  coping  strategies,  self  identity  and  self  esteem,  health 
beliefs  and  practices  and  methods  to  reach,  identify,  and  predict  at  risk  individuals).  Behavioral  pharmacology 
studies  include  animal  studies  and  hunan  laboratory  studies  on  all  phases  of  drug  abuse  (acquisition, 
maintenance,  withdrawal,  and  relapse)  and  are  to  examine  gender  differences  in  the  behavioral  effects  of  abused 
drugs. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement, 
Etiology,  Consequences,  and  Behavioral  Pharmacology  of  Female  Drug  Abuse,  is  related  to  the  priority  area  of 
alcohol  and  other  drug  abuse.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0  or  Simmary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Applicants  from  minority  individuals  and  women  are  encouraged. 
Foreign  institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  awards 
(R29) . 

MECHANISM  OF  SUPPORT 

Support  mechanisms  include  research  projects  (R01),  small  grants  (R03),  and  FIRST  awards  (R29).  Because  the 
nature  and  scope  of  the  research  proposed  in  response  to  this  program  announcement  may  vary,  it  is  anticipated 
that  the  size  of  an  award  will  vary  also. 

RESEARCH  OBJECTIVES 

Studies  are  needed  on  (a)  the  etiology,  nature,  concomitants,  and  consequences  of  drug  abuse  by  women  of  all 
ages  and  reproductive  status  and  (b)  basic  research  involving  laboratory  studies  on  gender  differences  in  the 
behavioral  effects  of  abused  drugs.  One  goal  is  to  seek  a scientific  basis  for  decision  making  regarding  drug 
abuse  and  women  in  recognition  of  the  social,  economic,  political,  marital,  familial,  and  caretaker  roles  of 
women  and  their  special  vulnerabilities  with  regard  to  drug  abuse.  Another  goal  is  to  bring  meaning  to  the 
efforts  to  assess  gender  differences  in  research  on  the  behavioral  effects  of  drug  abuse. 

Etiology  and  Consequences  of  Drug  Abuse  Among  Women:  Conceptual  models  and  theoretical  constructs  in  drug  abuse 
research  based  on  research  with  male  subjects  do  not  recognize  factors  unique  to  females  and  the  multiple 
etiologies,  vulnerabilities,  and  special  problems  of  women.  Although  the  number  of  male  drug  abusers  and 
addicts  exceeds  the  identified  number  of  female  drug  abusers  and  addicts,  the  clinical  picture  and  consequences 
of  drug  abuse  by  women  are  more  severe  although  little  is  known  about  why  this  occurs  or  how  to  intervene.  The 
changing  role  of  women  in  society  creates  a need  to  track  how  this  may  affect  present  and  future  substance  abuse 
patterns. 

Existing  studies  of  gender  differences  in  drug  metabolism,  endocrine  functioning,  and  reproductive  biology  and 
the  natural  history  of  drug  abuse  among  subgroups  of  women--women  with  drug  abusing  partners,  adult  children 
of  alcoholics  and  drug  addicts,  prostitutes,  women  having  undergone  traumatic  life  events--highl ight  the  urgency 
of  research  in  this  area.  Sex  hormones  interact  at  critical  life  stages  to  produce  profound  differences. 
Metabolites  of  illicit  drugs  are  differentially  stored  and  recirculated  based  on  complex  factors  including  age, 
gender,  and  physiologic  reactions  to  stress.  Research  questions  need  to  address  clinically  and  socially 
relevant  problems  and  follow  the  axiom  of  picking  the  most  appropriate  design,  units  of  measure,  and  levels  of 
analysis  which  fit  the  research  question. 

In  depth  descriptive  and  ethnographic  studies  are  needed  to  address  fundamental  issues  on  which  future  work  can 
be  based.  Because  of  the  realities  of  women  in  hidden,  underserved  populations,  a combination  of  insight 
building  studies  and  meticulous  longitudinal  studies  need  to  be  initiated.  Studies  also  need  to  consider 
possible  vulnerabilities  due  to  drug  effects  on  the  female's  developing  central  nervous  system,  metabolism,  or 
endocrine  functioning  and  their  psychosocial  development.  Studies  are  needed  which  have  promise  of  producing 
clinically  significant  information  and  tools  for  risk  assessment,  intervention,  treatment,  and  prevention 
strategies. 

Areas  of  Special  Interest:  Drugs  of  abuse  include  illicit  drugs  and  alcohol,  tobacco,  and  medications  within 
the  context  of  polydrug  abuse.  Areas  include,  but  are  not  limited  to,  studies  of  the  natural  history,  etiology, 
consequences,  concomitants,  incidence  and  prevalence  of  drug  use,  abuse,  dependence,  and  addiction  among  women, 
specifically: 

o The  role  of  drug  use  in  female  sexual  activity,  pregnancy,  parenting,  and  high  risk  sexual  behaviors; 

o Differences  in  drugs  of  abuse,  patterns  of  abuse,  routes  of  administration,  different  physiologic  and 
therapeutic  responses,  and  abuse  of  prescription  drugs  by  females; 

o The  role  of  factors  which  increase  risk  for  early  onset  and  severity  of  drug  abuse,  such  as  stress  and  coping 
strategies,  self  identity  and  self  esteem,  sexual  identity,  psychosexual  and  social  role,  psychopathology, 
socioeconomics,  metabolic  and  neuroendocrine  functioning,  reproductive  and  health  status,  health  beliefs  and 
practices,  drug  abuse  by  significant  others,  victimization,  interrelationships  between  drug  abuse  and  problem 
behaviors  (delinquency,  prostitution,  high  risk  sexual  activity,  unwanted  pregnancy); 
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o Differential  consequences  of  femate  drug  abuse:  morbidity,  co-morbidity;  psychological,  social,  economic, 
health  and  reproductive  outcomes  mediated  by  immune,  endocrine,  and  other  systems  (differential  physiologic, 
neurologic,  psychiatric,  psychologic,  metabolic  factors),  and  the  clinical  neuroscience  interface  with  behavior; 

o Etiology  of  drug  abuse  among  subgroups  of  women; 

o Special  factors  affecting  subgroups  of  women  (incarcerated,  homeless,  victims  of  violence,  single  head  of 
household); 

o Impact  of  age  at  onset  in  developing  drug  and  other  disorders; 

o Victimization,  rape,  trauma,  child  abuse  and  neglect,  and  post  traumatic  stress  disorder  with  women  as  victim 
or  perpetrator; 

o Natural  history  of  transmission  of  HIV  among  drug  abusing  women,  especially  women  in  minority  and  homeless 
populations; 

o Intergenerational  studies  of  factors  that  transmit  risk  for  drug  abuse  including  role  of  females  who  model 
behaviors  for  daughters  and  influence  how  sons  will  relate  to  females; 

o Legal,  health,  and  social  policy  issues; 

o Barriers  to  identification,  diagnosis  and  treatment  for  women; 

o Incidence  and  prevalence  of  drug  abuse  among  women  and  methods  to  reach,  identify,  and  predict  individuals 
at  risk  for  drug  abuse  and  misuse  of  prescriptive  drugs; 

o Animal  models  to  look  at  factors  which  are  difficult  or  can  not  be  examined  in  human  studies. 

Laboratory  Studies  on  Gender  Differences  in  the  Behavioral  Effects  of  Abused  Drugs:  The  PHS  has  explicit 
requirements  for  the  inclusion  of  women  in  clinical  research  grants.  This  requirement  grew  out  of  concern  that 
research  findings  benefit  both  men  and  women.  The  requirement,  however,  does  not  demand  inclusion  of  an 
adequate  sample  of  both  genders  so  that  separate  conclusions  can  be  drawn  about  men  and  women.  Recent  studies, 
however,  showing  gender  differences  in  the  behavioral  responses  to  abused  drugs  indicate  the  need  for  further 
research  in  this  area  to  achieve  the  objective  of  obtaining  research  findings  that  are  of  benefit  to  both  men 
and  women. 

Converging  evidence  from  human  and  animal  research  stresses  the  need  for  further  basic  laboratory  research  on 
gender  differences  in  the  behavioral  responses  to  abused  drugs.  Preliminary  data  suggesting  that  women  may  more 
rapidly  proceed  to  addiction  after  casual  drug  use  than  men,  as  well  as  evidence  that  effects  of  marijuana  and 
alcohol  use  in  women  is  associated  with  the  menstrual  cycle,  raise  questions  about  possible  fundamental  gender 
differences  in  the  reinforcing  and  stimulus  properties  of  abused  drugs.  Such  differences  have  been  reported 
in  animal  studies  with  rodents.  On  several  measures  of  sti mu l ant -induced  activity  females  exhibit  more 
responsiveness  than  males,  and  this  responsiveness  varies  with  the  estrus  cycle.  Further,  gender  differences 
in  self-administration  of  cocaine  have  been  reported.  When  cocaine  infusions  were  made  contingent  upon 
increasingly  higher  numbers  of  bar  presses,  female  rats  made  substantially  more  presses  than  males  and  their 
level  of  cocaine  self-administration  varied  as  function  of  the  estrus  cycle. 

Research  findings  from  laboratory  studies  on  gender  differences  in  the  behavioral  responses  to  abused  drugs 
should  have  implications  for  the  development  of  prevention,  intervention,  and  treatment  procedures  that  are 
gender  specific.  The  high  rate  of  drug  use  by  women  of  child-bearing  age,  thus  potential  prenatal  drug 
exposure,  underscores  the  importance  of  this  research. 

Areas  of  Special  Interest:  This  announcement  seeks  to  stimulate  behavioral  pharmacology  studies,  in  humans  and 
animals,  on  gender  differences  in  the  behavioral  response  to  abused  drugs.  Animal  studies  focusing  on  all 
phases  of  drug  abuse- -acquisition,  maintenance,  withdrawal,  and  relapse--are  needed.  Within  these  phases, 
studies  of  gender  differences  in  (a)  reinforcing  and  stimulus  properties  of  abused  drugs,  (b)  behavioral  and 
pharmacotherapeutic  interventions,  and  (c)  behavioral  history  variables  that  may  modulate  gender  differences 
are  of  particular  interest.  The  existing  literature  on  the  effects  of  gonadal  hormones  on  learning  and  memory 
and  on  neurotransmitter  systems  should  serve  to  guide  research  in  these  areas,  where  applicable.  Human 
laboratory  studies  examining  gender  differences  in  the  behavioral  effects  of  abused  drugs  in  non-use  and  low-use 
subjects,  as  well  as  subjects  who  are  in  maintenance,  withdrawal,  and  relapse  phases  of  drug  abuse  are  needed. 
Study  of  a variety  of  factors  that  may  modulate  gender  differences  is  encouraged,  including  (a)  hormonal  and 
other  biologic  factors,  (b)  behavioral  history  variables,  such  as  dieting  and  drug  use  pattern,  (c)  family 
history  of  drug  abuse. 

STUDY  POPULATIONS 

NIH  POLICY  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  AS  SUBJECTS  IN  RESEARCH 

Applications  for  grants  and  cooperative  agreements  that  involve  human  subjects  are  required  to  include 
minorities  and  both  genders  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at 
risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
including  minorities  and  women  in  studies  of  disease,  disorders  and  conditions  which  disproportionately  affect 
them.  Although  the  applicability  of  women  to  this  program  announcement  is  obvious,  the  requirement  to  address 
minorities  must  be  addressed.  If  minorities  are  not  included  in  the  study  populations  for  clinical  studies, 
a specific  justification  for  this  exclusion  must  be  provided.  Appl i cat i ons  without  such  documentation  will  not 
be  accepted  for  review. 
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AIDS  IRB  Guidelines 


Applicants  are  advised  to  obtain  a copy  of  the  "Guidance  for  Institutional  Review  Boards  for  AIDS  Studies 
(December  16,  1984)"  from  the  Office  for  Protection  from  Research  Risks  (OPRR),  Building  31,  Room  4B09,  National 
Institutes  of  Health,  Bethesda,  MD  20892  (telephone:  301/496-7005).  This  office  may  be  consulted  on  how  to  deal 
with  difficult  human  subjects  protection  issues  in  AIDS  research.  Guidelines  emphasize  special  considerations 
which  must  be  taken  into  account  in  AIDS  research  and  stipulate  important  protection  that  must  be  considered 
in  design  of  AIDS  research  projects,  including  the  requirement  that  subjects  be  informed  of  the  result  of  AIDS 
antibody  testing,  if  any  such  testing  is  done. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  indicated  in  the  application  kit.  Receipt  dates  for  applications  for  AIDS- 
related  research  are  found  in  the  PHS  398  instructions. 

Application  kits  are  available  at  most  institutional  business  offices  or  offices  of  sponsored  research  and  may 
be  obtained  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health, 
Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/496-7441).  The  title  and  number  of  this 
announcement  must  be  typed  in  Item  2a  on  the  face  page  of  the  application  form  PHS  398. 

FIRST  award  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of 
the  original  application.  FIRST  award  applications  submitted  without  the  required  number  of  reference  letters 
will  be  considered  incomplete  and  will  be  returned  without  review. 

The  completed  original  and  five  legible  copies  of  the  application  form  PHS  398  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications.  Applications  will 
be  assigned  in  accordance  with  established  PHS  referral  guidelines.  Applications  will  be  reviewed  by  an  initial 
review  group  (IRG)  for  scientific  and  technical  merit  in  accordance  with  the  standard  NIH  review  procedures. 

AWARD  CRITERIA 

Applications  recommended  for  further  consideration  will  compete  for  available  funds  with  all  other  applications 
assigned  to  the  that  Institute.  The  following  will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review; 
o Availability  of  funds;  and 

o Program  balance  among  research  areas  of  the  announcement. 

INQUIRIES 

Written  and  telephone  inquiries  to  clarify  any  issues  or  questions  from  potential  applicants  is  welcome. 
Direct  inquiries  regarding  programmatic  issues  to: 

Coryl  Jones,  Ph.D. 

Division  of  Epidemiology  and  Prevention  Research 

National  Institute  on  Drug  Abuse 

Rockwall  II,  Suite  615 

Rockville,  MD  20857 

Telephone:  (301)  443-2974 

Cora  Lee  Wetherington,  Ph.D. 

Division  of  Basic  Research 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10A20 
Rockville,  MD  20857 
Telephone:  (301)  443-1263 

Direct  inquiries  regarding  fiscal  matters  to: 

Mrs.  Shirley  A.  Denney 
Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  8A54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under 
authorization  of  Public  Health  Service  Act,  Sections  301  and  405  (42  USC  241  and  284).  Title  42  Code  of  Federal 
Regulations  (CFR)  Part  52,  "Grants  for  Research  Projects,"  Title  45  CFR  Part  74,  "Administration  of  Grants," 
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and  45  CFR  Part  92  are  applicable  to  these  awards.  Grants  must  be  administered  in  accordance  with  the  PHS 
Grants  Policy  Statement,  (rev.  10/90).  This  program  is  not  subject  to  intergovernmental  review  requirements 
of  Executive  Order  12372  or  Health  Systems  Agency  review. 

BIOMEDICAL  FACTORS  IN  DRUG  ABUSE  ETIOLOGY  AMD  CONSEQUENCES 

NIH  GUIDE.  Volume  22,  Number  9,  March  5,  1993 

PA  NUMBER:  PA-93-060 

P.T.  34;  K.U.  0404009,  0755030,  0785055 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  applications  for  exploratory/developmental  grants  for 
research  on  the  Biomedical  Factors  in  Drug  Abuse  Etiology  and  Consequences.  The  purpose  is  to  encourage 
investigations  into  biomedical  factors  in  the  etiology,  escalation,  consequences,  and  epidemiology  of  drug 
abuse.  Exploratory/Developmental  grants  (R21)  are  intended  to  encourage  new  research  activities  which  will  be 
building  blocks  in  the  development  of  future,  more  intensive  and  larger  research  studies. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement. 
Biomedical  Factors  in  Drug  Abuse  Etiology  and  Consequences,  is  related  to  the  priority  area  of  alcohol  and  other 
drug  abuse.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001- 
00474-0,  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone:  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  non-profit  and  for-profit  organizations,  public  and 
private,  such  as  colleges,  universities,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Woman  and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

The  research  support  mechanism  is  limited  to  Exploratory/Developmental  grants  (R21).  This  mechanism  is  intended 
to  encourage  new  research  projects  in  undeveloped  subject  areas.  It  is  expected  that  applicants  will  be 
experienced  investigators  whose  previous  research  may  be  in  related  areas  (of  substance  abuse  including  alcohol) 
or  more  distantly  related  areas  (e.g.,  mental  health),  but  whose  expertise  is  applicable  to  research  objectives 
for  this  announcement.  Grants  supported  under  this  mechanism  are  limited  to  a two-year  effort  and  a maximum 
of  $90,000  in  direct  costs  per  year.  However,  well-justified  costs  exceeding  $90,000  may  be  considered  only 
in  exceptional  cases  (e.g.,  PET  imaging  technology).  (New  investigators  or  investigators  with  established 
research  in  related  areas  should  apply  under  other  appropriate  mechanisms.)  A no-cost  extension  of  up  to  one 
year  may  be  effected  by  the  grantee  institution  prior  to  expiration  of  the  project  period.  Annual  awards  will 
be  made  subject  to  continued  availability  of  funds  and  progress  achieved. 

It  is  estimated  that  funds  will  be  available  for  approximately  four  to  five  exploratory/developmental  awards 
each  year  under  this  announcement.  The  final  number  of  applications  will  depend  on  appropriated  funds  and 
program  priorities  at  the  time  of  award. 

RESEARCH  OBJECTIVES 

The  objectives  of  the  exploratory/developmental  grants  (P21)  are  to  explore,  discover,  and  document 
relationships  with  biomedical  factors  that  are  possible  causes  or  consequences  of  substance  abuse.  Biomedical, 
in  this  sense,  refers  to  biologically  based  factors  (which  are  separate  from,  but  may  be  influenced  by, 
environmental  factors)  that  may  be  related  to  a medically  relevant  condition.  These  objectives  are  to: 

(1)  Plan  and  conduct  research  that  will  assess  the  prevalence,  distribution,  and  epidemiology  of  biomedical  risk 
factors  underlying  the  vulnerability  to  abuse  drugs,  following  the  initial  exposure. 

(2)  Plan  and  conduct  research  that  will  assess  the  type  and  distribution  of  the  biomedical  consequences  of 
abusing  drugs. 

(3)  Conduct  pilot  studies  leading  to  new  programs  that  would  enhance  the  prediction  of  factors  contributing  to 
the  biomedical  etiology  of  drug  abuse. 

(4)  Modify  and  further  develop  existing  technologies  and  methodologies  for  studying  the  biomedical  risk  factors 
of  drug  abuse.  In  addition,  NIDA  is  interested  in  projects  that  focus  on  biomedical  aspects  of  drug  abuse  that 
might  be  unique  to  special  groups  such  as  women,  neonates  and  infants,  adolescents  and  youth,  the  elderly,  and 
minority  or  ethnic  populations. 

Applications  solicited  by  this  announcement  are  pertinent  to  a broad  range  of  measurement  and  methodological 
issues,  including  the  creation,  development,  modification,  or  enhancement  of  instruments,  techniques  and 
analytic  strategies  to  assist  in  research  on  the  epidemiology,  etiology,  vulnerability,  or  consequences  of  drug 
abuse.  Basic  research  projects  should  develop  new  information  about  how  individual  differences  for  biomedical 
profiles  are  predictive  of  drug  abuse  or,  alternatively,  protection  from  drug  abuse. 
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Specific  goals  may  include,  but  are  not  limited  to: 


1.  Identifying  concomitants  for  drug  craving  to  determine  if  individuals  may  be  distinguished  on  this  basis, 
thereby  improving  chances  for  prevention  and  treatment. 

2.  Modifying  technologies  that  have  been  traditionally  used  in  other  applications  (e.g.,  alcohol)  so  that  they 
may  be  applied  to  the  biomedical  aspects  of  drug  abuse. 

3.  Analyzing  appropriate  variables  collected  in  large  data  sets  that  would  provide  preliminary  information  on 
the  epidemiology,  etiology,  and  consequences  of  drug  use. 

4.  Developing  promising  avenues  of  inquiry  for  understanding  the  multiple  consequences  of  drug  abuse  for 
several  variables  including  biological,  physiological,  and  other  biomedical  factors. 

5.  Determining  individuals  at  risk  for  vulnerability  to  drug-induced  organ  and  tissue  damage  which  lead  to 
neurological,  psychopathologicat , neurophysiological,  hormonal,  metabolic,  immunological,  or  physiological 
dysfunction.  Studies  may  include  genetic  susceptibilities  as  well  as  developmental  or  degenerative  mechanisms. 

6.  Determining  whether  maternal  drug  use  potentiates  abnormalities  in  offspring  for  physiological,  development, 
and  cognitive  conditions. 

7.  Determining  whether  psychological  or  neuropsychological  function  or  dysfunction,  or  psychopathological 
disorders  are  associated  with  physiological  conditions  predictive  of  drug  abuse. 

8.  Determining  whether  familial  or  environmental  factors  contribute  to  physiological  changes  that  influence 
drug  abuse.  Examples  include  (but  are  not  limited  to)  stress  factors,  dietary  practices,  preventive  health 
care,  and  environmental  toxins  or  teratogens. 

9.  Determining  whether  individual  differences  in  brain  metabolism,  neuroanatomical  structures,  or  patterns  of 
neurophysiological  function  (e.g.,  neuronal  firing,  neurotransmitter  efficiency)  are  predictive  of  escalation 
of  drug  use,  or  protection  from  drug  abuse. 

STUDY  POPULATIONS 

NIH  POLICY  CONCERNING  INCLUSION  OF  MINORITIES  AND  WOMEN  AS  SUBJECTS  IN  RESEARCH 

Applications  for  grants  and  cooperative  agreements  that  involve  human  subjects  are  required  to  include 
minorities  and  both  sexes  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at 
risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  disease,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  applies  to  all  research  involving  human  subjects  and  human  materials,  and  applies  to 
males  and  females  of  all  ages.  If  one  sex  and/or  minorities  are  excluded,  or  are  inadequately  represented  in 
this  research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  for  exclusion 
or  inadequate  representation  should  be  provided.  The  composition  of  the  proposed  study  population  must  be 
described  in  terms  of  sex  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In  addition,  sex 
and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate  for 
the  scientific  objectives  of  the  study. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical  research 
projects  to  include  representation  of  the  full  array  of  United  States  racial\ethnic  minority  populations  (i.e., 
American  Indians  or  Alaskan  Natives,  Asians  or  Pacific  Islanders,  Blacks,  Hispanics).  Investigators  must 
provide  the  rationale  for  studies  on  single  minority  population  groups. 

Applications  for  support  of  research  involving  human  subjects  must  employ  a study  design  with  minority  and/or 
sex  representation  (by  age  distribution,  risk  factors,  incidence/prevalence,  etc.),  appropriate  to  the 
scientific  objectives  of  the  research.  It  is  not  an  automatic  requirement  for  the  study  design  to  provide 
statistical  power  to  answer  the  questions  posed  for  men  and  women  and  racial/ethnic  groups  separately;  however, 
whenever  there  are  scientific  reasons  to  anticipate  differences  between  men  and  women,  and  racial/ethnic  groups, 
with  regard  to  the  hypothesis  under  investigation,  applicants  should  include  an  evaluation  of  these  sex  and 
minority  group  differences  in  the  proposed  study.  If  adequate  inclusion  of  one  sex  and/or  minorities  is 
impossible  or  inappropriate  with  respect  to  the  purpose  of  the  research,  because  of  the  health  of  the  subjects, 
or  other  reasons,  or  if  in  the  only  study  population  available,  there  is  a disproportionate  representation  of 
one  sex  or  minority/majority  group,  the  rationale  for  the  study  population  must  be  well  explained  and  justified. 

The  NIH  funding  components  will  not  make  awards  of  grants,  cooperative  agreements  or  contracts  that  do  not 
comply  with  this  policy.  For  research  awards  which  are  covered  by  this  policy,  awardees  will  report  annually 
on  enrollment  of  women  and  men,  and  on  the  race  and  ethnicity  of  the  subjects. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit.  The  receipts  dates  for  AIDS-related 
research  are  found  in  the  PHS  398  instructions. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
249,  Bethesda,  MD  20892,  telephone  (301)  496-7441.  The  title  and  number  of  the  announcement  must  be  typed  in 
Item  2a  on  the  face  page  of  the  application. 
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The  completed  original  application  and  five  legible  copies  of  the  research  application)  must  be  sent  or 
delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

The  Division  of  Research  Grants  (DRG)  serves  as  a central  point  for  receipt  of  applications  for  most 
discretionary  PHS  grant  programs.  Applications  received  under  this  announcement  will  be  assigned  on  the  basis 
of  established  Public  Health  Service  referral  guidelines.  Applications  will  be  reviewed  for  scientific  and 
technical  merit  by  an  Initial  Review  Group  (IRG)  in  accordance  with  the  review  criteria  described  below. 
Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial  review.  Applications 
will  receive  a second-level  review  by  an  appropriate  National  Advisory  Council,  whose  review  may  be  based  on 
policy  considerations  as  well  as  scientific  merit.  The  following  criteria  will  be  considered  when  assessing 
the  merit  of  an  exploratory/developmental  application: 

1.  The  expected  significance  of  the  proposed  research  to  provide  a basis  for  future  development  of  the  research 
area. 

2.  The  cogency  of  the  hypotheses  on  which  the  proposed  research  is  based. 

3.  The  appropriateness  and  adequacy  of  the  experimental  design,  including  the  adequacy  of  the  methodology  for 
selection  of  subjects  and/or  collection  of  data,  overall  research  scheme,  instrumentation,  and  statistical 
analysis. 

4.  The  adequacy  of  the  qualifications  (including  level  of  education  and  training)  and  relevant  research 
experience  of  the  principal  investigator  and  key  research  personnel. 

5.  The  availability  of  adequate  facilities,  general  environment  or  the  conduct  of  proposed  research,  other 
resources,  and  collaborative  arrangements  necessary  for  the  research. 

6.  The  appropriateness  of  budget  estimates  for  the  proposed  research  activities. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications  recommended  for  further  consideration 
assigned  to  the  Institute.  The  following  will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
Terms  and  Conditions  of  Support 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct  research  projects,  including  both 
direct  costs  that  can  be  specifically  identified  with  the  project  and  allowable  indirect  costs  of  the 
institution.  Funds  may  not  be  used  to  establish,  add  a component  to,  or  operate  a treatment,  rehabilitation, 
or  prevention  intervention  service  program.  Support  for  research-related  treatment,  rehabilitation,  or 
prevention  services  and  programs  may  be  requested  only  for  costs  required  by  the  research.  These  costs  must 
be  justified  in  terms  of  research  objectives,  methods,  and  designs  which  promise  to  yield  general i zable 
knowledge  and/or  make  a significant  contribution  to  theoretical  concepts.  These  awards  are  not  renewable. 

Grantees  are  expected  to  submit  to  their  project  officer  three  copies  of  the  final  reports  of  their  research 
within  90  days  of  the  project's  termination.  The  final  report  should  contain  at  least  the  following:  a 
literature  review,  a clear  statement  of  methodology  employed,  and  a clear  exposition  of  the  practical 
implications  for  further  research. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcomed. 

Direct  inquiries  on  programmatic  issues  to: 

Harold  Gordon,  Ph.D.  or  Meyer  D.  Glantz,  Ph.D. 

Division  of  Epidemiology  and  Prevention  Research 

National  Institute  on  Drug  Abuse 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-2974 

The  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS)  supports  research  focusing  on  the 
determinants  of  normal  and  pathological  development  of  the  nervous  system  from  the  genetic  to  the  environmental. 
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Direct  inquiries  to: 


Giovanna  M.  Spinella,  M.D. 

Division  of  Convulsive  Developmental,  and  Neuromuscular  Disorders 
National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  8C10 
Bethesda,  MD  20892 
Telephone:  (301)  496-5821 

Direct  inquiries  regarding  fiscal  matters  to: 

Shirley  A.  Denney 
Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  8A-54 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241).  Federal  regulations  at  42  CFR  Part 
52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92,  generic  requirements  concerning  the 
administration  of  grants,  are  applicable  to  these  awards.  The  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

CONGENITAL  CYTOMEGALOVIRUS : UNDERSTANDING  INFECTION  AMD  SEQUELAE 

NIH  GUIDE.  Volume  22,  Number  9,  March  5,  1993 

PA  NUMBER:  PA-93-061 

P.T.  34;  K.U.  0715125,  0765033,  1002045 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institute  of  Child  Health  and  Human  Development 
National  Institute  on  Deafness  and  Other  Communication  Disorders 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  the  National  Institute  of  Child  Health  and 
Human  Development  (NICHD),  and  the  National  Institute  on  Deafness  and  Other  Communication  Disorders  (NIDCD) 
invite  investigator-initiated  research  applications  for  support  of  basic  studies  needed  to  establish  the 
knowledge  base  for  the  development  of  prototype  vaccines  to  prevent  symptomatic  congenital  cytomegalovirus  (CMV) 
infection  and/or  reduce  the  associated  severe  sequelae.  Emphasis  is  on  the  role  of  host  and  virus  factors  in 
determining  disease  pathogenesis  and  outcome  of  congenital  CMV  infections. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement, 
Congenital  CMV:  Understanding  Infection  and  Sequelae,  is  related  to  the  priority  areas  of  immunization  and 
infectious  diseases,  maternal  and  infant  health,  and  diabetes  and  chronic  disabling  conditions.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-0325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Foreign  institutions  are  ineligible  for  the  First  Independent 
Research  Support  and  Transition  (FIRST)  (R29)  award.  Applications  from  minority  individuals  and  women  are 
encouraged. 

MECHANISMS  OF  SUPPORT 

Applications  considered  appropriate  responses  to  this  announcement  are  the  research  project  grants  (R01)  and 
the  FIRST  award  (R29). 

RESEARCH  OBJECTIVES  AND  SCOPE 

Background 

In  utero  CMV  infection  affects  40,000  children  annually  in  the  US,  with  7,500  to  10,000  children  having  severe 
sequelae  including  progressive  and  profound  deafness,  mental  retardation  and  learning  disabilities.  In  the 
US,  congenital  CMV  infection  may  be  the  cause  of  20  to  40  percent  of  congenital  deafness  and  is  as  frequent  a 
cause  of  mental  retardation  as  the  fragile  X-chromosome.  CNS  damage  from  congenital  CMV  infection  exceeds  that 
due  to  any  other  infectious  cause.  CMV  is  the  most  common  intrauterine  infection  in  humans,  occurring  in  0.4 
to  2.3  percent  of  all  infants  born  alive.  Of  the  40,000  congenital  CMV  infections,  ten  percent  are  symptomatic; 
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90  percent  of  symptomatic  children  suffer  severe  CNS  sequelae  and  many  of  them  require  lifetime  custodial  care 
at  an  annual  cost  of  $1.86  billion.  Annually,  congenital  CMV  infection  results  in  7,500  severely  impaired 
children.  Of  the  asynptomatical ly  infected  children,  15  percent  have  sequelae  that  while  less  severe,  impact 
substantially  on  their  lives. 

The  highest  risk  for  symptomatic  congenital  CMV  infection  is  among  infants  born  to  mothers  who  have  had  primary 
infection  during  pregnancy.  Although  transmission  patterns  may  differ,  infants  born  to  seronegative  women  of 
both  high  and  low  socioeconomic  status  are  at  risk,  with  infants  of  disadvantaged  adolescent  women  being  at 
greatest  risk. 

On  March  12-13,  1992,  the  NICHD  and  the  NIAID  co-sponsored  a workshop  on  congenital  CMV  infection.  While 
substantial  progress  has  been  made  in  defining  congenital  CMV  infection,  there  are  still  significant  gaps  in 
knowledge  of  the  host  and  viral  factors  that  determine  viral  transmission,  disease  pathogenesis  and  outcome, 
and  severity  of  sequelae.  Based  on  the  severity  of  symptomatic  congenital  CMV  disease,  a vaccine  that  prevented 
symptomatic  disease  and/or  moderated  sequelae,  even  if  not  preventing  infection,  would  be  of  significant 
benefit.  (Copies  of  the  workshop  summary  are  available  from  the  program  officials  listed  below.  Other 
references  include:  Morbidity  and  Mortality  Weekly  Reports,  vol.  41,  No.  SS-2,  April  24,  1992,  pps  35-44  and 
Yow  MD  and  Demmler  GJ,  New  England  Journal  of  Medicine,  vol.  326,  1992,  pps  702-3.) 

Additionally,  CMV  is  the  single  most  important  infectious  agent  affecting  recipients  of  organ  transplants,  with 
at  least  two  or  three  of  these  patients  developing  CMV  infection/reactivation  one  to  four  months  after 
transplantation.  CMV  retinitis  occurs  in  6-15  percent  of  AIDS  patients;  the  minimum  prevalence  of  CMV 
enterocolitis  is  estimated  as  2.5  percent  of  AIDS  patients.  Although  antiviral  therapy  has  reduced  the 
morbidity  and  mortality  from  CMV  in  immunocompromised  individuals,  knowledge  gained  from  research  in  response 
to  this  program  announcement  may  facilitate  the  development  of  vaccine  or  other  immunological  strategies  to  help 
these  patient  groups  as  well. 

o Research  Objectives  and  Experimental  Approaches 

The  focus  of  applications  submitted  in  response  to  this  program  announcement  should  be  the  definition  of  the 
factors  disposing  to  or  preventing  the  development  of  congenital  CMV  infection,  disease,  and  sequelae.  The  long 
term  goal  of  this  research  is  accrual  of  knowledge  for  the  development  of  vaccines  to  prevent  congenital  CMV 
disease  and/or  reduce  the  associated  severe  sequelae. 

Examples  of  issues  that  need  to  be  addressed  include,  but  are  not  limited  to: 

o determination  of  serological  and  cellular  correlates  of  protective  human  immunity.  Assessment  of  these 
correlates  does  not  necessarily  require  study  of  pregnant  women.  Because  CMV  disease  manifestations  vary  with 
the  nature  and  degree  of  immunodeficiency,  studies  of  defined  groups  of  moderately  immunocompromised  individuals 
could  provide  an  opportunity  to  correlate  immune  profile  with  disease  pathogenesis.  Studies  measuring  mucosal 
immunity,  correlating  specific  cellular  and  humoral  responses  with  level  of  virus  excretion,  or  comparing 
primary  infection  with  reactivation/persistent  infection  are  also  very  relevant  to  this  issue; 

o development  of  animal  models  of  congenital  infection.  Such  models  should  have  infection  outcomes  that 
parallel  human  disease  and  could  be  used  to  study  host  factors,  including  the  effect  on  outcome  of  gestational 
age  of  infection,  maternal  immune  status,  and  reactivation  vs  primary  infection; 

o determination  of  factors  that  impact  on  disease  transmission  and  outcome  such  as:  age  of  gestation,  maternal 
protective  immunity,  role  of  primary  infection  vs.  secondary  infection  vs  reactivation; 

o determination  of  the  effect  of  CMV  strain  variation  on  host  response,  disease  or  outcome; 

o determination  of  the  virus  site  of  latency  and  CMV  trafficking  in  the  lymphoid  system; 

o assessment  of  the  occurrence  of  deficits  in  asymptomatically  infected  children;  and  of  host  and  viral  factors 
which  predispose  to  mental  retardation; 

o assessment  of  the  occurrence  of  early-  and  late-onset  hearing  loss  and  of  vestibular  dysfunction; 

o assessment  of  the  prevalence  in  seropositive  individuals  of  B-cells  and/or  T-cells  reactive  with  vaccine 
prototype  antigens  or  assessment  of  immune  response  or  efficacy  in  animal  models.  The  purpose  of  such  studies 
would  be  to  determine  whether  a prototype  was  an  appropriate  vaccine  candidate.  Vaccine  trials  are  not  within 
the  scope  of  this  announcement. 

Applications  may  address  one  or  several  issues,  but  should  retain  a common  theme  and  focus  in  addressing  those 
issues.  Because  issues  of  virology,  immunology,  epidemiology,  neurology,  neurology,  audiology,  and  pathology 
may  need  to  be  addressed  in  a coordinated  manner,  collaboration  among  investigators  having  expertise  in  these 
and  other  appropriate  disciplines  is  encouraged.  When  individuals  are  at  different  institutions,  individual 
R01  applications  may  include  consortium  arrangements. 

Collaborative  arrangements  with  on-going  clinical  studies  or  trials  that  provide  patient  material  at  little  or 
no-cost  to  the  proposed  grant  application  are  encouraged.  Such  arrangements  should  be  clearly  delineated  in 
the  application.  The  description  should  include  sufficient  information  to  permit  scientific  evaluation  of  the 
studies  proposed.  Among  issues  to  include  are  the  number  and  type  of  specimens/patients,  patient  population 
characteristics  (including  gender  and  minority  composition;  see  STUDY  POPULATIONS  below),  overall  goals  of  the 
collaborative  project,  remaining  term  of  the  project  and  IRB  approval  of  the  project.  If  substantial 
interactions  and  costs  with  ongoing  projects  are  proposed,  a consortium  agreement  can  be  developed  and  submitted 
to  support  this  additional  research  aspect. 

If  statistical  analysis  is  anticipated,  the  methodologies  and  personnel  involved  should  be  described  in  the 
application  and  evident  in  the  study  design. 
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STUDY  POPULATIONS 


SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  UOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  that  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  popul at  ion- based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
(rev.  9/91)  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are 
urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 
However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans 
(including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale 
for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 

results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 

in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 

to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines:  February  1,  June  1,  and  October  1.  The  receipt  dates  for  applications  for 
AIDS-related  research  are:  January  2,  May  1,  and  September  1. 

Application  kits  are  available  at  most  institutional  offices  for  sponsored  research  or  business  offices  and  may 
be  obtained  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health, 
Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  496-7441.  The  title  and  number  of  the 
announcement  must  be  typed  in  Section  2a  on  the  face  page  of  the  application  and  the  "YES"  box  marked. 

The  completed  original  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

FIRST  (R29)  award  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page 
of  the  original  application.  FIRST  award  applications  submitted  without  the  required  number  of  reference 
letters  will  be  considered  incomplete  and  will  be  returned  without  review. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  of  Research  Resources  may  wish  to  identify  the  Center  as  a resource  for  conducting  the  proposed  research. 
If  so,  a letter  of  agreement  from  the  GCRC  Program  Director  must  be  included  in  the  application  material. 

Special  Instructions 

In  order  to  facilitate  interaction  among  the  investigators  who  successfully  respond  to  this  program 
announcement,  program  staff  plans  to  hold  workshops  in  the  Bethesda/Rockvi l le  area  in  calendar  years  1995  and 
1997.  Applicants  may  request  travel  funds  for  this  purpose  in  the  application. 
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REVIEW  PROCEDURES 


Appli  cations  will  be  assigned  on  the  basis  of  established  Public  Health  Service  Referral  Guidelines. 
Applications  will  be  reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research 
Grants,  NIH,  and  in  accordance  with  the  standard  NIH  peer  review  procedures.  Following  scientific-technical 
review,  the  applications  will  receive  secondary  review  by  the  appropriate  national  advisory  council. 

AWARD  CRITERIA 

Appl  ications  will  compete  for  available  funds  with  all  other  approved  applications  assigned  to  that  ICD.  The 
following  will  be  considered  when  making  funding  decisions:  quality  of  the  proposed  project  as  determined  by 
peer  review,  program  balance  among  research  areas  of  the  announcement,  and  availability  of  funds.  Generally, 
the  interval  between  receipt  of  applications  and  earliest  award  is  10  months  for  non-AIDS  applications  and  six 
months  for  AIDS-related  applications. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  from  potential  applicants 
is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Susan  B.  Spring,  Ph.D. 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A-14 

Bethesda,  MD  20892 

Telephone:  (301)  496-7453 

FAX:  (301)  402-0804 

Charlotte  Catz,  M.D. 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

Building  6100,  Room  4B-03 

Bethesda,  MD  20892 

Telephone:  (301)  496-5575 

FAX:  (301)  402-2085 

Kenneth  Gruber,  Ph.D. 

Division  of  Communication  Sciences  and  Disorders 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400B 

Rockville,  MD  20892 

Telephone:  (301)  402-3458 

FAX:  (301)  402-6251 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Todd  Ball 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4B35 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

Mr.  Edgar  D.  Shawver 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
Building  6100,  Room  8A-17 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

Ms.  Sharon  Hunt 

Division  of  Extramural  Activities 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
Executive  Plaza  South,  Room  400B 
Rockville,  MD  20892 
Telephone:  (301)  402-0909 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.856,  Microbiology  and  Infectious 
Disease  Research;  93.865,  Research  for  Mothers  and  Children;  93.173  NIDCD.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC 
241  and  285)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  at  42  CFR  Part  52  and  45  CFR  Part 
74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 
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RESEARCH  GRANTS  RELATED  TO  GENETICS  OF  THE  EPILEPSIES 


NIH  GUIDE.  Volune  22,  Number  9,  March  5,  1993 

PA  NUMBER:  PA-93-062 

P.T.  34;  K.U.  0715060,  1002019,  1002030 

National  Institute  of  Neurological  Disorders  and  Stroke 

PURPOSE 

The  Division  of  Convulsive,  Developmental,  and  Neuromuscular  Disorders,  National  Institute  of  Neurological 
Disorders  and  Stroke  (NINDS)  encourages  the  submission  of  research  grant  applications  related  to  genetics  of 
the  epilepsies.  The  NINDS  solicits  submission  of  research  project  grants  to  stimulate  research  in  both  basic 
and  clinical  aspects  of  genetics  of  the  epilepsies.  The  scope  of  this  program  encompasses  both  animal  and  human 
studies  which  would  utilize  a variety  of  experimental  approaches  and  methods. 

In  1980,  the  NINDS  cosponsored  a conference  for  discussion  of  the  epidemiologic,  genetic,  clinical  and  molecular 
strategies  that  could  be  used  to  study  the  pathogenesis  of  epilepsy.  In  the  intervening  decade  human  genetics, 
and  neurogenetics  in  particular,  have  evolved  at  a remarkable  pace.  In  1991,  a second  conference  on  genetics 
and  epilepsy  critically  reviewed  a diversity  of  research  strategies  and  pointed  the  way  for  future  research. 

At  the  international  conference,  a number  of  areas  that  could  profit  from  research,  including  applications  of 
new  technologies  to  epilepsy  research,  were  identified.  The  NINDS  seeks  to  encourage  cross-communication  among 
diverse  scientific  disciplines  so  that  the  potential  of  all  of  the  relevant  neurosciences  can  be  brought  to  bear 
on  the  research  problem  of  genetics  of  the  epilepsies. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priorities.  This  program  announcement. 
Research  Grants  Related  to  Genetics  of  the  Epilepsies,  is  related  to  the  priority  areas  of  the  epilepsies. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0,  or 
Summary  Report:  Stock  No.  017-001-00473-0)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic  institutions,  for-profit  and  non-profit  organizations, 
public  and  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Foreign  institutions  are  eligible  for  research 
project  grants  (R01)  only. 

MECHANISM  OF  SUPPORT 

The  support  mechanisms  for  grants  in  this  area  will  be  the  investigator-initiated  research  project  grant  (R01), 
the  First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29),  the  program  project  grant  (P01),  and 
the  center  grant  (P50).  As  consistent  with  the  aforementioned  mechanisms,  the  Principal  Investigator  or  program 
director,  as  well  as  any  participating  investigators,  will  plan,  direct,  and  perform  the  research.  Applicants 
for  program  project  grants  should  contact  the  NINDS  representatives  listed  below  as  early  as  possible  in  the 
planning  stages. 

RESEARCH  OBJECTIVES 

The  intent  of  this  program  announcement  is  to  increase  understanding  of  the  role  of  genetic  factors  in  human 
epilepsy.  Some  examples  of  areas  of  research  interest  are  given  below.  However,  applications  in  other  areas 
related  to  the  genetics  of  epilepsy  are  welcome. 

Collaborative  Studies.  Collaboration  between  molecular  geneticists  and  clinicians  who  have  access  to 
informative  pedigrees  is  encouraged.  Additional  research  to  localize  more  precisely  genetic  abnormalities 
associated  with  specific  epilepsy  syndromes  is  encouraged.  Such  studies  may  permit  the  identification  of 
abnormal  gene  products  whose  defect  can  be  related  to  seizure  activity. 

Electrophysiological  Studies.  There  is  some  evidence  that  genetic  mutations,  for  reasons  that  are  unclear,  may 
affect  the  excitability  of  individual  neurons  or  neuronal  nets.  Therefore,  research  on  genetic  influences  on 
neural  synchronization  is  appropriate. 

Animal  Models.  Genetic  non-human  animal  models  of  epilepsy  can  be  particularly  informative.  At  the  present 
time  there  is  no  model  that  correlates  with  human  temporal  lobe  epilepsy.  The  development  of  appropriate  animal 
models  may  permit  the  identification  of  a genetic  defect  responsible  for  reduced  seizure  threshold,  not  only 
in  idiopathic  epilepsy,  but  those  seizures  associated  with  febrile  episodes  or  seizures  after  head  trauma. 

Genetic  Susceptibility  to  Neuronal  Damage  Caused  by  Seizures.  There  is  evidence  that  an  initial  seizure  may 
predispose  to  subsequent  seizures  in  certain  individuals  by  producing  some  alteration  or  damage  in  structures 
controlling  cortical  excitability.  This  susceptibility  may  have  a genetic  basis,  and  highlights  the  need  for 
identification  of  particular  genes  whose  products  affect  control  of  excitability,  leading  some  individuals  to 
have  recurrent  seizures  after  the  initial  one. 
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STUDY  POPULATIONS 


POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders,  and  conditions  that  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial  or  ethnic 
group.  In  addition,  gender  and  racial  or  ethnic  issues  should  be  addressed  in  developing  a research  design  and 
sample  size  appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the 
form  PHS  398  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are 
urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups; 
however,  the  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  Unites  States  racial  or  ethnic  minority  populations:  Native  Americans 
(including  American  Indians  or  Alaska  Natives),  Asian  or  Pacific  Islanders,  Blacks,  and  Hispanics).  The 
rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  prevention  strategies),  diagnosis,  or  treatment  of  diseases,  disorders,  or 
conditions,  including,  but  not  limited  to,  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded;  however,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial  or  ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly.  This  directive  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully.  Since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  population,  including  minorities. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  the  NIH  are  required  to  address  these  policies.  If  the 
required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided.  NIH  funding  components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with 
these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  according  to  the  instructions 
included  in  the  application  package.  These  application  packages  are  available  from  the  office  of  sponsored 
research  at  most  institutions  eligible  to  receive  Federal  grants  and  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  301/496-7441. 

Appl  icants  for  program  project  grants  should  request,  from  the  address  below,  a copy  of  the  NINDS  Guidelines: 
Program  Project  and  Research  Center  Grants  (rev.  06/92).  Receipt  dates  for  new  research  project  grant 
applications  and  FIRST  Awards  (R01  and  R29,  respectively)  and  for  program  project  and  center  grant  applications 
(P01  and  P50,  respectively)  are  February  1,  June  1,  and  October  1. 

FIRST  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to  the  face  page  of  the 
original  application.  FIRST  applications  submitted  without  the  required  number  of  reference  letters  will  be 
considered  incomplete  and  will  be  returned  without  review. 

On  page  1 of  form  PHS  398,  check  "yes"  in  Item  2a,  enter  the  number  of  this  Program  Announcement  in  the  space 
provided,  and  provide  the  name  of  this  Program  Announcement  ("Genetics  of  the  Epilepsies")  in  the  blank  space 
labeled  "Title." 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist  and  five  exact  photocopies 
for  research  project  grant  and  FIRST  Award  (R01,  R29)  applications  or  the  original  and  three  photocopies  if  the 
application  is  for  a program  project  or  center  grant  (P01,  P50)  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

If  the  application  is  for  a program  project  or  center  grant  (P01,  P50)  an  additional  two  copies  of  the  form  PHS 
398  must  be  sent  to  the  address  listed  under  INQUIRIES. 
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REVIEW  CONSIDERATIONS 


Research  project  grant  applications  and  FIRST  applications  (R01  and  R29 
scientific  and  technical  merit  by  an  appropriate  study  section  in  the  D 
project  grant  and  center  grant  applications  (P01  and  P50,  respectively 
practice  of  the  Institute  to  which  the  application  is  assigned.  The  s 
appropriate  National  Advisory  Council. 
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AWARD  CRITERIA 


The  standard  review  criteria  will  be  used  to  assess  the  scientific  merit  of  applications.  Applications  will 
compete  for  available  funds  with  all  other  applications.  The  following  will  be  considered  when  making  funding 
decisions: 


o quality  of  the  proposed  projects  as  determined  by  peer  review, 
o availability  of  funds,  and 
o program  balance  among  research  areas. 

INQUIRIES 

Questions  concerning  scientific  aspects  of  this  Program  Announcement  may  be  addressed  to: 
Charlotte  B.  McCutchen,  M.D. 

Division  of  Convulsive,  Developmental,  and  Neuromuscular  Disorders 

National  Institute  of  Neurological  Disorders 

Federal  Building,  Room  114 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-1917 

FAX:  (301)  496-9916 

Questions  concerning  fiscal  aspects  of  this  Program  Announcement  may  be  addressed  to: 

Patricia  Driscoll 
Grants  Management  Branch 

National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  1004 
Bethesda,  MD  20892 
Telephone:  (301)  496-9231 

AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  Number  93.853,  Clinical  Research 
Related  to  Neurological  Disorders,  and  93.854,  Biological  Basis  Research  in  the  Neurosciences.  Grants  will  be 
awarded  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV,  Section  301  (Public  Law  78-410,  as 
amended:  42  USC  241)  and  adninistered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45 
CFR  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or 
Health  Services  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEAL  TH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 


NATIONAL  HUMAN  SUBJECTS  PROTECTION  WORKSHOPS 

NIH  GUIDE.  Volume  22,  Number  10,  March  12,  1993 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  continuing  to  sponsor 
a series  of  workshops  on  responsibilities  of  researchers,  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest 
in  research  involving  human  persons  and  those  currently  serving  or  about  to  begin  serving  as  a member  of  an  IRB. 
Issues  discussed  at  these  workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The  current 
schedule  includes: 

NORTHWESTERN  WORKSHOP 

DATES:  May  19,  20,  21,  1993 
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LOCATION 

Sheraton  Hotel,  Anchorage,  AK 
SPONSORS 

University  of  Alaska  - Anchorage,  Anchorage,  AK 
Northwest  Indian  College,  Bellingham,  WA 
Indian  Health  Services,  Tucson,  AZ 

REGISTRATION 
Ms.  Ann  Howell 

Coordinator  of  Conferences  and  Institutes 
University  of  Alaska  - Anchorage 
2221  East  Northern  Lights,  Suite  205 
Anchorage,  AK  99508 
Telephone:  (907)  278-8821 

TITLE:  Basic  Training  Session  - Research  Benefits  and  Risks  to  Individuals  and  Communities:  Legal  and  Ethical 
Perspectives 

DESCRIPTION:  This  conference  will  explore  the  legal  and  ethical  perspectives  of  social  and  biomedical  research. 
Protecting  the  individual  rights  of  human  research  subjects  is  of  prime  concern,  but  so  is  protecting  the  rights 
of  communities  of  individuals.  This  is  especially  true  for  indigenous  peoples.  The  conference  is  designed  to 
be  of  interest  to  social  and  biomedical  researchers,  IRB  members,  students,  agency  personnel,  indigenous 
peoples,  and  others  interested  in  the  rights  of  individuals  and  communities.  Opportunities  for  informal 
discussion  and  exchange  will  supplement  the  panel  and  breakout  group  format.  Reports  from  the  simultaneous 
group  sessions  will  be  made. 

Participants  will  learn  how  regulations  and  community  participation  can  protect  human  subjects  in  research, 
explore  the  notion  of  protecting  communities  from  research  risks,  examine  the  impact  of  recent  court  rulings 
on  research  risks,  interact  with  others  interested  in  research  risk  issues,  and  make  recommendations  to  agency 
and  other  personnel. 

For  information  regarding  these  workshops  and  future  NIH/FDA  National  Human  Subjects  Protection  Workshops, 
contact: 

Ms.  Darlene  Marie  Ross 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 

NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOPS 

NIH  GUIDE.  Volume  22,  Number  10,  March  12,  1993 
P.T.  42;  K.W.  0783005 
National  Institutes  of  Health 

The  Office  for  Protection  from  Research  Risks  (OPRR),  National  Institutes  of  Health  (NIH),  is  continuing  to 
sponsor  workshops  on  implementing  the  Public  Health  Service  Policy  on  Humane  Care  and  Use  of  Laboratory  Animals. 
Each  of  the  workshops  scheduled  for  FY  1993  will  focus  on  a specific  theme. 

The  workshops  are  open  to  institutional  administrators,  members  of  Institutional  Animal  Care  and  Use  Committees, 
laboratory  animal  veterinarians,  investigators,  and  other  institutional  staff  who  have  responsibility  for 
high-quality  management  of  sound  institutional  animal  care  and  use  programs.  Ample  opportunities  will  be 
provided  to  exchange  ideas  and  interests  through  question  and  answer  sessions  and  informal  discussions. 

NORTHEASTERN  WORKSHOP 

DATES:  June  21-22,  1993 

LOCATION 

The  Warwick  Hotel 

1701  Locust  Street 

Philadelphia,  PA  19103-6179 

Telephone:  1-800-523-4210  or  (215)  735-6000 

FAX:  (215)  790-7766 

SPONSORS 

Hahnemann  University  - Drexel  University 

REGISTRATION 

Ms.  Eleanore  Hersh 

Director  of  Continuing  Education 

Hahnemann  University 

Broad  and  Vine  - Mail  Stop  623 

Philadelphia,  PA  19102-1192 

Telephone:  (215)  762-8263 

FAX:  (215)  762-8848 
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Dr.  Kenneth  Geller 

Assistant  Vice  President  for  Research  and  Technology  Management 

Office  of  Sponsored  Projects 

Drexel  University  - Building  1-102 

Philadelphia,  PA  19104 

Telephone:  (215)  895-2499 

FAX:  (215)  895-1619 

TOPIC:  ETHICAL  ISSUES  OF  ANIMAL  USE  IN  ACADEME  AND  INDUSTRY 
o Investigator  Training 
o Animal  Use  in  Teaching 
o Assessment  of  Morbidity  and  Endpoints 
o Allegations  of  Noncompliance 

For  information  concerning  this  workshop  and  future  NIH/OPRR  Animal  Welfare  Education  workshops,  contact: 

Mrs.  Roberta  Sonneborn 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-7163 

FAX:  (301)  402-2803 

LATE  FINANCIAL  STATUS  REPORTS 

NIH  GUIDE.  Volume  22,  Number  10,  March  12,  1993 

P.T.  34;  K.W.  1014006 

National  Institutes  of  Health 

Recipients  of  Public  Health  Service  (PHS)  nonconstruction  grants  are  required  to  submit  the  Financial  Status 
Report  (SF  269  or  269A)  as  documentation  of  the  financial  status  of  grants  according  to  the  official  accounting 
records  of  the  grantee  organization.  Department  of  Health  and  Human  Services  (HHS)  regulations  at  45  CFR  Part 
74.73(d)  and  Part  92.41(b)  dictate  that  the  FSR,  when  required  on  an  annual  basis,  must  be  submitted  for  each 
budget  period  no  later  than  90  days  after  the  close  of  the  budget  period.  The  late  submission  of  the  FSR  is 
a continuing  problem  for  the  PHS  and  the  National  Institutes  of  Health  (NIH).  While  some  grantees  are  in  full 
compliance  with  this  requirement,  many  are  not.  In  fact,  NIH  data  show  that  45  percent  of  the  FSRs  submitted 
during  fiscal  year  1992  arrived  after  the  90  day  period.  Late  submission  of  FSRs  is  not  only  a violation  of 
HHS  regulations,  but  also  may  be  an  indication  that  grantee  accounting  systems  are  deficient  in  meeting  the 
federal  accounting  standards  required  by  the  Office  of  Management  and  Budget.  The  subsequent  effort  and  follow- 
up on  the  part  of  the  Division  of  Financial  Management  (DFM)  and  the  NIH  awarding  components  to  obtain 
delinquent  FSRs  is  time-consuming  and  labor-intensive  for  all  parties.  DFM  regularly  sends  out  a listing  of 
past  due  financial  status  reports  to  all  grantee  institutions,  informing  them  of  their  current  status.  The 
latest  report  was  mailed  out  in  early  January. 

Staff  at  the  NIH  strongly  believe  that  submission  of  timely  FSRs  is  critical.  Therefore,  we  want  to  work  with 
you  to  identify  the  reasons  for  poor  performance  in  the  past  and  the  steps  that  can  be  taken  now  to  improve 
future  performance.  The  NIH  is  beginning  specific  reviews  of  organizations  that  have  been  severely  delinquent 
or  overdue  in  the  submission  of  FSRs.  These  institutions  will  be  requested  to  review  their  systems  with  a 
critical  eye  to  recognize  the  causes  for  late  or  delinquent  FSRs,  whether  due  to  insufficient  staffing, 
inadequate  computer  systems,  or  problems  with  accounting  or  organizational  structure.  These  institutions  will 
have  to  develop  and  submit  a plan  that  identifies  the  problems  experienced  by  the  institution  that  have 

prevented  timely  submission  of  FSRs  in  the  past;  outlines  the  steps  that  will  permit  the  institution  to  develop 

the  capability  for  submitting  future  FSRs  on  time,  including  a timeline  with  milestones  for  improvement;  and 
details  the  steps  that  will  be  taken  in  order  to  submit  currently  delinquent  reports.  If  performance  is  not 
improved,  these  institutions  may  be  in  jeopardy  of  having  sanctions  imposed  upon  them  until  the  problems  are 
corrected. 

It  is  extremely  important  that  grant  recipients  submit  financial  reports  within  the  required  time  period. 

Failure  to  comply  with  this  requirement  may  lead  to  delays  or  withholding  of  awards,  loss  of  automatic  carryover 

authority,  loss  of  advanced  payments,  loss  of  expanded  authorities,  removal  from  participation  in  NIH-funded 
awards  under  the  Federal  Demonstration  Project,  and  designation  as  a high-risk  grantee.  Grantees  should 
evaluate  their  record  for  submitting  FSRs  as  well  as  their  current  status.  If  FSRs  are  being  submitted  late, 
prompt  corrective  steps  must  be  taken.  If  necessary,  outside  technical  assistance  should  be  obtained.  It  is 
important  to  reiterate  that  delinquency  and  lateness  are  serious  concerns  for  all  institutions  and 
administrative  authorities  may  be  withdrawn  from  any  institution  that  exhibits  systemic  problems  or  chronic 
lateness. 

In  an  effort  to  assist  the  grantee  community,  the  NIH  has  developed  a system  for  the  Electronic  Transmittal  of 
Financial  Status  Reports,  an  interactive  computer-based  communications  system.  It  enables  the  electronic 
transmission  of  FSRs  from  the  grantee  organization  to  the  NIH  mainframe  computer.  The  electronic  process 
eliminates  the  manual  preparation,  mailing,  and  handling  of  the  hard-copy  FSR,  as  well  as  manual  processing  once 
it  arrives  at  NIH. 

There  are  several  advantages  derived  from  the  use  of  this  system:  FSRs  transmitted  via  this  system  are 
processed  within  72  hours;  the  system  gives  users  immediate  feedback  because  it  can  detect  errors; 
electronically  submitted  FSRs  cannot  be  lost  in  the  mail  or  sent  to  the  wrong  address;  and  users  of  the  system 
can  access  current  listings  of  grants  for  which  FSRs  are  past  due  or  for  which  FSRs  will  become  due  as  of  a 
specified  period  of  time  (terminating  grants). 
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INQUIRIES 


Additional  information  about  the  electronic  system  may  be  obtained  by  contacting 

Richard  Rhoads  or  Priscilla  I rick 
NIH  Division  of  Financial  Management 
Telephone:  (301)  496-5287 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

IN  VITRO  BIOGENIC  AMINE  TRANSPORTER  TESTING  FOR  POTENTIAL  COCAINE  TREATMENT  MEDICATIONS 

NIH  GUIDE.  Volume  22,  Number  10,  March  12,  1993 
RFP  AVAILABLE:  NO1DA-3-8303 
P.T.  34;  K.W.  0404009,  0755060 
National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  proposals  from  qualified  organizations  having  in-house 
capacity  to  perform  in  vitro  biogenic  amine  transporter  assays  to  systematically  define  biochemical  activities 
of  compounds  at  these  targets.  These  assays  will  be  utilized  to  evaluate  these  compounds  for  potential  use  as 
cocaine  abuse  treatment  agents.  The  ability  of  these  compounds  to  bind  to  the  biogenic  amine  transporters  and 
affect  uptake  and  release  at  these  sites  will  be  investigated.  The  offeror  must  also  indicate  possession  of 
current  DEA  registration  for  Schedule  1 1 - V substances  prior  to  award  and  apply  for  Schedule  I registration,  if 
necessary.  It  is  estimated  that  a three  and  one-half  year  contract,  that  will  include  options  for  additional 
compound  screens  and  profiles,  will  result  from  this  procurement. 

Estimated  issuance  date  of  RFP  No.  N01DA-3-8303  is  March  16,  1993  and  responses  are  due  to  be  received  in  the 
Contracting  Office  45  calendar  days  thereafter.  Written  requests  for  copies  of  the  solicitation  will  be  honored 
if  received  within  twenty  calendar  days  after  issuance  of  the  solicitation.  Written  requests  received  after 
this  period  will  be  filled  on  a first  come,  first  served  basis  until  the  supply  is  exhausted;  however,  there 
is  no  assurance  that  copies  requested  after  the  twentieth  day  will  reach  the  requester  before  the  due  date  for 
receipt  of  responses. 

INQUIRIES 

Written  requests  are  to  be  forwarded  to: 

Contract  Specialist 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10-49 
5600  Fishers  Lane 
Rockville,  MD  20857 

COLLABORATIVE  MUCOSAL  IWUNOLOGY  GROUPS  FOR  AIDS  VACCINES 

NIH  GUIDE.  Volume  22,  Number  10,  March  12,  1993 
RFA  AVAILABLE:  AI-93-08 

P.T.  34;  K.W.  0715  338,  0710070,  0740075,  0755010,  0755020 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  April  15,  1993 
Application  Receipt  Date:  May  21,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Vaccine  Research  and  Development  Branch  (VRDB)  of  the  Division  of  Acquired  Immunodeficiency  Syndrome  (DAIDS) 
within  The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  announces  availability  of  an  RFA  for 
funding  of  new  Collaborative  Mucosal  Immunology  Groups  (CMIGs)  for  AIDS  vaccines.  The  purpose  of  this  RFA  is 
to  invite  research  grant  applications  for  collaborative  projects  from  investigators  pursuing  research  on  mucosal 
immunity  to  Human  Immunodeficiency  Virus  and/or  Simian  Immunodeficiency  Virus  (SIV)  to  participate  in  a network 
of  CMIGs  for  AIDS  vaccines.  The  urgent  need  to  control  the  spread  of  AIDS  has  fueled  efforts  to  develop  safe 
and  effective  AIDS  vaccines.  Additional  basic  and  preclinical  research  is  needed  in  the  area  of  vaccine 
induction  of  mucosal  immunity  to  AIDS  viruses  (HIV  and  SIV).  The  NIAID  wishes  to  encourage  and  expand  research 
in  the  area  of  mucosal  immunology  to  AIDS  viruses,  that  will  focus  on:  (1)  design  and  development  of  novel 
recombinant  vectors  and/or  AIDS  vaccine  formulations  designed  to  induce  regional  mucosal  immunity  particularly 
in  the  female  or  male  reproductive  tracts  and  in  the  rectum  (gut);  (2)  characterization  of  the  components  (T 
cells  and  antibodies)  and  their  mechanism  of  action  in  the  immune  responses  at  mucosal  surfaces,  that  are 
specific  for  HIV/SIV  antigens;  and  (3)  development  of  immunization  strategies  to  prevent  mucosal  HIV  infection 
and  transmission. 

The  special  feature  of  the  collaborative  project  program  is  the  concurrent  submission  of  research  grant 
applications  by  investigators  who  wish  to  collaborate  on  a common  theme  related  to  mucosal  immunity  to  AIDS 
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viruses,  but  do  not  require  extensive  shared  physical  resources  or  core  functions  to  conduct  their  research. 
In  order  to  be  responsive  to  this  RFA,  a minimum  of  two  research  projects  are  required  for  a Collaborative 
Project  Group.  The  common  theme  for  any  group  should  reflect  a multidisciplinary  approach  in  the  areas  of 
immunology  and  virology. 

Investigators  now  participating  in  the  National  Cooperative  Vaccine  Development  Group  (NCVDG)  that  have  pursued 
this  area  of  research  and  new  applicant  groups  are  invited  to  apply.  Applications  from  the  private  sector 
(e.g.,  vaccine,  pharmaceutical,  or  biotechnological  companies)  are  encouraged.  Collaborative  arrangements 
involving  more  than  one  institution  are  especially  encouraged.  Applications  will  be  reviewed  for  scientific 
merit,  relevance  of  projects  to  the  chosen  theme,  and  overall  proposed  collaboration. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Collaborative 
Mucosal  Immunology  Group  for  AIDS  Vaccines,  is  related  to  the  priority  area  of  HIV  infection.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  individual  research  grants  (R01)  that  are  organized  around  a 
common  theme  into  a collaborative  project  group.  Thus,  it  is  the  responsibility  of  the  applicants  to  define 
their  objectives  in  accord  with  their  interests  and  perceptions  of  approaches  to  the  study  of  mucosal  immunity 
in  AIDS  vaccine  development. 

This  RFA  is  a one-time  solicitation.  If  by  the  end  of  the  third  year,  the  NIAID  has  not  announced  its  intent 
to  readvertise  this  RFA,  incumbents  may  prepare  unsolicited  competing  continuation  applications  that  will 
compete  with  all  investigator- initiated  applications  and  be  reviewed  according  to  the  customary  peer  review 
procedures.  Those  who  wish  to  continue  collaborative  effort  are  encouraged  to  contact  NIAID  staff  listed  under 
INQUIRIES  before  preparing  an  application. 

FUNDS  AVAILABLE 

The  NIAID  anticipates  making  three  to  five  new  awards  to  Collaborative  Groups  (6  to  15  R01  awards).  The  NIAID 
has  set-aside  $1.4  million  (total  costs)  for  the  initial  year  of  funding  for  this  RFA. 

RESEARCH  OBJECTIVES 

The  fundamental  objective  of  the  VRDB  in  the  DAIDS  is  to  develop  safe  and  effective  vaccines  for  the  prevention 
of  transmission  of  HIV-1,  the  causative  agent  of  AIDS.  The  purpose  of  the  CMIGs  is  to  develop  a network  of 
focused,  interdisciplinary,  basic  and  preclinical  research  projects  that  will  generate  and  evaluate  novel 
strategies  for  eliciting  protective  immunity  at  mucosal  sites  of  viral  exposure. 

Applications  are  invited  that  seek  to  discover/design  and  develop  vaccine  strategies,  animal  models, 
methodologies,  and  assay  reagents  to  study  protective  mucosal  immunity  to  HIV  (and  SIV)  in  primates  and/or 
humans.  The  following  two  general  research  areas  are  encouraged  under  this  RFA: 

o Development  and  use  of  animal  models  to  explore  novel  strategies  for  vaccination  and  mucosal  challenge  with 
AIDS  viruses. 

o Development  of  assays,  reagents  and  technology  to  evaluate  specific,  protective  mucosal  immune  responses 
induced  by  AIDS  vaccines  in  animals  and  human  volunteers. 

Specific  Objectives 

Examples  of  research  areas  of  mucosal  immunity  for  AIDS  vaccines  of  high  priority  and  that  would  be  responsive 
to  the  RFA  may  include,  but  are  not  limited  to,  those  listed  below.  These  research  topics  are  intended  to 
provide  a perspective  on  the  scope  of  research.  It  is  not  required  that  all  or  any  of  them  be  included  in  a 
particular  group  of  applications. 

o Development  and  analysis  of  novel  AIDS  vaccine  strategies,  vectors,  delivery  systems,  or  adjuvant 
formulations  that  would  stimulate  protective  mucosal  immunity,  particularly  in  the  genital  tract  in  primate 
models. 

o Development  of  methods  to  evaluate  mucosal  immunity  to  lentivi ruses  in  humans  and  primates. 

o Identification  and  evaluation  of  functional  antibody  responses  that  might  be  effective  in  preventing  HIV  or 
SIV  mucosal  transmission.  Analysis  of  the  mechanism  of  action  of  antiviral  IgA  antibodies. 

o Identification  and  characterization  of  mucosal  cell-mediated  immune  responses  (regional  cytotoxic  T 

lymphocytes  (CTL)  and  helper  T cells). 
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SPECIAL  CHARACTERISTICS 


Upon  initiation  of  this  program,  several  group  and  network  meetings  (three  or  four  per  year)  will  be  sponsored 
to  encourage  the  exchange  of  information  and  ideas  among  investigators  who  participate  in  this  program. 
Applicants  should  provide  plans  for  attending  these  meetings  in  their  budget  requests.  Further  details  on 
special  requirements  are  provided  in  the  RFA. 

Because  some  investigators  may  not  have  adequate  access  to  some  specialized  resources  (such  as:  SIV  or  HIV 
and/or  their  proteins  used  as  immunogens;  evaluation  for  immunogenicity  in  primates;  HIV  or  SIV  vaccinee  samples 
for  evaluation)  NIAID  staff  will  be  available  as  a source  of  information  regarding  these  resources.  Access  to 
these  resources  should  be  discussed  with  NIAID  Program  Staff  prior  to  submission  of  an  application. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  woman  and  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  April  15,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research;  the  name,  address,  and  telephone  number  (and  FAX  number,  if  available)  of  the 
Collaborative  Project  Coordinator,  the  names  of  other  Principal  Investigators  who  will  submit  as  part  of  the 
collaborative  group,  other  key  personnel  and  their  participating  institutions,  and  the  number  and  title  of  the 
RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NIAID  staff  to  estimate  the  potential  review  workload  and 
to  avoid  conflict  of  interest  in  the  review  process. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Bonnie  J.  Mathieson  at  the  address  listed  under  INQUIRIES. 
APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  This  form 
is  available  in  the  applicant  institution's  office  of  sponsored  research  or  business  office  and  from  the  Office 
of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449, 
Bethesda,  MD  20892,  telephone  301/496-7441.  Additional  instructions  for  preparation  of  collaborative  project 
applications  will  be  provided  with  the  RFA. 

Applications  must  be  received  by  May  21,  1993  or  will  otherwise  be  considered  unresponsive. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  for  completeness  and  by  NIAID 
staff  for  responsiveness  to  the  RFA.  Incomplete  and  non- responsive  applications  will  be  returned  to  the 
applicant  without  further  consideration  or  review. 

Those  applications  considered  responsive  to  the  RFA  may  be  subjected  to  a triage  review  by  an  NIAID  peer  review 
group,  to  determine  the  scientific  merit  relative  to  the  other  applications  submitted  in  response  to  this  RFA. 
The  NIAID  will  withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and 
will  notify  the  applicant  Principal  Investigator  and  institutional  official. 

Those  applications  judged  to  be  competitive  will  be  reviewed  for  scientific  and  technical  merit  by  an 
appropriate  peer  review  committee  convened  by  the  Division  of  Extramural  Activities,  NIAID.  The  second  level 
of  review  will  be  provided  by  the  NIAID  Council  in  September  1993. 

REVIEW  CRITERIA 

Factors  to  be  considered  in  the  evaluation  of  each  application  will  be  similar  to  those  used  in  review  of 
traditional  research  grant  applications  and,  in  addition,  will  include  those  addressing  overall  proposed 
collaboration. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be 
considered  for  making  funding  decisions: 

o priority  score 

o availability  of  funds 

o program  balance  among  research  areas 

INQUIRIES 

It  is  essential  that  prospective  applicants  obtain  a copy  of  the  RFA  before  preparing  an  application.  Written 
and  telephone  inquiries  from  prospective  applicants  will  provide  NIAID  staff  the  opportunity  to  clarify  issues 
or  questions  about  this  RFA. 
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Direct  requests  for  the  RFA,  inquiries  regarding  programmatic  or  scientific  issues,  and  address  the  letter  of 
intent  to: 

Dr.  Bonnie  J.  Mathieson 
Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  2B04 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-8200 

FAX:  (301)  402-1506  or  (301)  480-5703 

Direct  inquiries  regarding  review  matters  to: 

Dr.  Dianne  Tingley 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4C16 
Bethesda,  MD  20892 
Telephone:  (301)  496-0818 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Jane  Unsworth 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B22 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

Schedule 

Letter  of  Intent  Receipt  Date 
Application  Receipt  Date: 

Council  Date: 

Anticipated  Award  Date: 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  catalog  of  Federal  Domestic  Assistance,  93.856  - Microbiology  and  Infectious 
Diseases  Research  and  93.855  - Immunology,  Allergy  and  Transplantation  Research.  Awards  are  made  under  the 
authority  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 

MOLECULAR  AUGMENTATION  OF  HOST  DEFENSE 

NIH  GUIDE.  Volume  22,  Number  10,  March  12,  1993 

RFA  AVAILABLE:  AI -93-09 

P.T.  34;  K.W.  0710070,  0715125,  0740075,  0715015 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  April  1,  1993 
Application  Receipt  Date:  July  15,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Division  of  Allergy,  Immunology  and  Transplantation  (DAIT)  of  the  National  Institute  of  Allergy  and 
Infectious  Diseases  (NIAID)  invites  applications  for  basic  and  preclinical  studies  to  increase  knowledge  of  the 
host  defense  system  in  general  and  phagocytes  in  particular  and  especially  the  application  of  this  information 
to  the  development  of  new  therapies  to  kill  infectious  microorganisms.  The  information  developed  through  this 
initiative  would  also  be  applicable  to  intracellular  localization  of  therapeutic  agents  for  autoimmune  and 
allergic  diseases. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Molecular 
Augmentation  of  Host  Defense,  is  related  to  the  priority  areas  of  diabetes  and  chronic  disabling  diseases,  and 
to  immunization  and  infectious  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full 
Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone 
202-782-3238). 


: April  15,  1993 
May  21,  1993 
September  1993 
September  1993 
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ELIGIBILITY  REQUIREMENTS 


Research  grant  applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations, 
public  and  private  institutions,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and 
local  governments,  and  eligible  agencies  of  the  Federal  government.  Only  domestic  organizations  are  eligible 
to  apply  for  Program  Project  (P01)  grants.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  mechanisms  of  support  will  be  the  individual  research  project  grant  (R01)  and  the  Program  Project  (POD 
grant.  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that 
of  the  applicant.  The  total  project  period  may  not  exceed  five  years.  P01  applications  should  not  request 
budgets  in  excess  of  $500,000,  and  R01  applications,  $180,000,  total  direct  costs  in  the  first  year;  neither 
type  of  application  should  request  more  than  4 percent  annual  inflationary  increases  for  future  years.  An 
application  with  a first  year  requested  amount  in  excess  of  the  above  will  require  written  approval  by  senior 
NIAID  officials  via  the  program  officer  for  acceptance  of  the  application  for  processing. 

FUNDS  AVAILABLE 

The  estimated  total  funds  (direct  and  indirect  costs)  available  for  the  first  year  of  support  for  this  RFA  will 
be  $1,500,000.  In  fiscal  year  1994,  the  NIAID  plans  to  fund  approximately  10  research  projects,  either  as  R01s 
or  as  components  of  P01s.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of 
applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  the 
NIAID,  awards  pursuant  to  this  RFA  are  contingent  upon  the  availability  of  funds  for  this  purpose.  Funding 
beyond  the  first  and  subsequent  years  of  the  grant  will  be  contingent  upon  satisfactory  progress  during  the 
preceding  years  and  availability  of  funds. 

RESEARCH  OBJECTIVES 

Background 

Drug-resistant  infectious  agents  are  an  increasingly  important  medical  problem.  Examples  of  drug-resistant 
microorganisms  include  those  which  cause  gonorrhea,  tuberculosis,  malaria  and  rheumatic  fever.  Infectious 
agents  employ  a variety  of  tactics  to  avoid  the  effects  of  antibiotics  and  the  strategies  of  the  host  defense 
system.  The  objective  of  this  RFA  is  to  facilitate  the  application  of  advances  in  our  understanding  of  such 
areas  as  membrane  receptor  trafficking,  membrane  fusion,  and  molecular  transport  between  cellular  compartments 
to  the  development  of  new  types  of  therapeutics  to  combat  infectious  agents.  An  example  of  such  an  approach 
would  be  to  deliver  therapeutic  agents  to  the  intracellular  compartments  of  phagocytes  (endosomes)  which  contain 
microorganisms  using  targeting  molecules  which  bind  with  high  affinity  to  receptors  which  traffic  between  the 
surface  membrane  and  endosomes.  The  ability  to  deliver  therapeutic  agents  to  the  appropriate  site  confers 
enormous  advantages  by  simultaneously  increasing  efficacy  and  diminishing  toxicity,  allowing  the  use  of 
substances  which  might  otherwise  be  too  toxic. 

Research  Objectives  and  Scope 

The  goal  of  this  initiative  is  increased  knowledge  of  the  cell  and  molecular  biology  of  phagocytes  and  the  use 
of  this  knowledge  to  develop  new  forms  of  anti -infective  agents.  Studies  that  involve  human  tissues  and  cells 
are  especially  encouraged.  Examples  of  relevant  research  topics  are  given  below;  however,  these  examples  are 
not  intended  to  be  inclusive  or  limiting. 

o Enhanced  uptake  of  therapeutic  agents  into  endosomal  compartments  by  such  means  as  modification  of  membrane 
receptors,  selective  regulation  of  expression  of  membrane  receptors,  or  creation  of  targeting  ligands. 

o Modification  of  membrane  receptors  or  their  expression  in  order  to  prevent  or  promote  uptake  of  pathogens. 

o Characterization  and  modification  of  the  molecules  which  regulate  intracellular  movement  of  microorganisms. 

o Promotion  of  selective  accumulation  of  antibiotics  in  various  cellular  compartments  including  the  cytosol. 

o Characterization  of  the  intracellular  fusion  machine  which  operates  in  l ysosome- phagosome  fusion  and  the 
mechanism(s)  used  by  certain  organisms  to  disrupt  this  process. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  research,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  April  1,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  overall  proposed  research,  the  name,  address  and  telephone  number  of  the  Principal  Investigator, 
and  the  number  and  title  of  this  RFA.  For  P01  grant  applications,  prospective  applicants  are  also  asked  to 
submit  a list  of  the  key  investigators  and  their  institution(s).  Although  the  letter  of  intent  is  not  required, 
is  not  binding,  does  not  commit  the  sender  to  submit  an  application,  and  does  not  enter  into  the  review  of 
subsequent  applications,  the  information  that  it  contains  allows  NIAID  staff  to  estimate  the  potential  review 
workload  and  to  avoid  conflict  of  interest  in  the  review.  The  letter  of  intent  is  to  be  sent  to  Dr.  Olivia 
Preble  at  the  address  listed  under  INQUIRIES. 
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APPLICATION  PROCEDURES 


Applications  are  to  be  submitted  on  the  standard  research  grant  application  form  PHS  398  (rev.  09/91).  For 
purposes  of  identification  and  processing,  item  2a  on  the  face  page  of  the  application  must  be  marked  "yes"  and 
the  RFA  number  and  the  words  "MOLECULAR  AUGMENTATION  OF  HOST  DEFENSE"  must  be  entered. 

These  application  forms  may  be  obtained  from  the  institution's  office  of  sponsored  research  or  its  equivalent 
and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333 
Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  496-7441.  Applications  must  be  received  by  the 
official  receipt  date  as  indicated  in  the  RFA  heading  and  in  "SCHEDULE"  below. 

Applicants  interested  in  submitting  a program  project  application  may  request,  along  with  the  RFA,  a copy  of 
the  document  entitled:  SPECIAL  INSTRUCTIONS  FOR  PREPARING  THE  GROUP  APPLICATION  FOR  PROGRAM  PROJECTS.  The 
document  provides  detailed,  updated  instructions  on  how  to  prepare  the  P01  application  and  also  contains  Tables 
I - IV,  which  may  be  used  in  presenting  the  necessary  budget  and  personnel  information  consistently.  This 
document,  particularly  the  tables,  cannot  be  transmitted  electronically,  and  must  be  requested  from  the  contact 
listed  under  INQUIRIES. 

REVIEW  CRITERIA 

The  review  criteria  for  R01  applications  are  those  review  criteria  used  for  traditional  research  project  grant 
applications;  those  for  P01  grant  applications  are  the  review  criteria  for  large,  multicomponent, 
interdisciplinary  program  projects  as  outlined  in  the  NIA1D  Brochure  on  Program  Project  and  Center  Grants. 

AWARD  CRITERIA 

Funding  decisions  will  be  made  on  the  basis  of  scientific  and  technical  merit  as  determined  by  peer  review, 
program  needs  and  balance,  and  the  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome.  Requests  for  the  RFA, the  NIAID  Information  Brochure  on  Program 
Project  and  Center  Grants  AND  the  docunent  entitled  "SPECIAL  INSTRUCTIONS  FOR  PREPARING  THE  GROUP  APPLICATION 
FOR  PROGRAM  PROJECTS,"  as  well  as  inquiries  regarding  programmatic  issues  may  be  directed  to: 

Howard  B.  Dickler,  M.D. 

Division  of  Allergy,  Immunology,  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4A19 

Bethesda,  MD  20892 

Telephone:  (301)  496-7104 

FAX:  (301)  402-2571 

Direct  inquiries  regarding  review  issues,  address  the  letter  of  intent  to,  and  mail  two  copies  of  the 
application  and  the  five  sets  of  appendices  to: 

Olivia  Preble,  Ph.D. 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C20 

Bethesda,  MD  20892 

Telephone:  (301)  496-8208 

FAX:  (301)  402-2638 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Jeffrey  Carow 
Division  of  Extramural  Activities 
National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B29 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

Schedule 

Letter  of  Intent  Receipt  Date: 

Appl  i cat  ion  Receipt  Date: 

Scientific  Review  Date: 

Advisory  Council  Date: 

Earliest  Date  of  Award: 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.855  - Immunology,  Allergy  and 
Transplantation  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, 
Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


April  1,  1993 
July  15,  1993 
October  1993 
February  1994 
April  1994 
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MECHANISMS  OF  ORAL  TOLER I ZAT I ON  AMD  IMMUNIZATION 


NIH  GUIDE.  Volune  22,  Number  10,  March  12,  1993 
RFA  AVAILABLE:  AI-93-10 

P.T.  34;  K.W.  1002004,  1002008,  0740075,  0710070,  1002019 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Letter  of  Intent  Receipt  Date:  April  5,  1993 
Appl  ication  Receipt  Date:  July  21,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Division  of  Allergy,  Immunology  and  Transplantation  (DAIT)  of  the  National  Institute  of  Allergy  and 
Infectious  Diseases  (NIAID)  and  the  Rheumatic  Diseases  Branch  of  the  National  Institute  of  Arthritis  and 
Musculoskeletal  and  Skin  Diseases  (NIAMS)  invite  applications  for  studies  focused  on  cellular  and  molecular 
mechanisms  of  oral  immunization  and  oral  tolerance.  The  goal  of  this  initiative  is  to  promote  research  that 
will  increase  our  understanding  of  the  mechanisms  involved  in  the  induction  of  protective  immunity  systemically 
and  in  the  mucosal  surfaces  after  oral  immunization  and  improve  our  knowledge  about  the  effects  of  oral 
administration  of  self-molecules  as  a means  of  inducing  tolerance  to  prevent  or  reverse  autoimmune  and  allergic 
diseases. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Mechanisms  of  Oral 
Tolerization  and  Immunization,  is  related  to  the  priority  areas  of  diabetes  and  chronic  disabling  conditions, 
and  immunization  and  infectious  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full 
Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone 
202-782-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  public  and  private,  foreign  and  domestic,  for-profit  and  non-profit 
organizations,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Only  domestic  institutions  are  eligible  to  apply  for  Program 
Project  (P01)  grants.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

The  mechanisms  of  support  for  this  program  will  be  the  research  project  grant  (R01)  and  the  Program  Project 
(P01)  grant.  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely 
that  of  the  applicant.  The  total  project  period  may  not  exceed  five  years.  P01  applications  may  not  request 
budgets  in  excess  of  $500,000,  and  R01  applications,  $180,000,  total  direct  costs  in  the  first  year;  neither 
type  of  application  should  request  more  than  four  percent  annual  inflationary  increases  for  future  years.  This 
level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Appl  ications  with  an  annual  budget  request  in  excess  of  this  amount  will  require  written  approval  by  senior 
NIAID  or  NIAMS  officials  via  the  program  officer  for  acceptance  of  the  application  for  processing. 

FUNDS  AVAILABLE 

The  estimated  total  funds  (direct  and  indirect)  available  for  the  first  year  of  support  for  this  RFA  will  be 
$1,500,000.  In  fiscal  year  1994,  the  NIAID  plans  to  fund  approximately  seven  research  projects,  either  as  ROIs 
or  as  components  of  POIs.  In  fiscal  year  1994,  the  NIAMS  plans  to  fund  approximately  three  ROIs.  Although  this 
program  is  provided  for  in  the  financial  plans  of  the  NIAID  and  the  NIAMS,  awards  pursuant  to  this  RFA  are 
contingent  upon  the  availability  of  funds  for  this  purpose.  Funding  beyond  the  first  and  subsequent  years  of 
the  grant  will  be  contingent  upon  satisfactory  progress  during  the  preceding  years,  and  availability  of  funds. 

RESEARCH  OBJECTIVES 

Background 

Mucosal  surfaces  are  the  most  common  portals  of  entry  of  microorganisms  and  other  environmental  factors,  and 
effective  immune  mechanisms  exist  that  afford  protection  against  some  of  the  diseases  caused  by  these  organisms. 
In  addition,  protective  immune  responses  can  be  induced  in  external  secretions  by  oral  administration  of  some 
attenuated  or  killed  organisms.  Although  progress  has  been  made  in  understanding  the  composition  and  some  of 
the  functions  of  the  mucosal  immune  system  in  the  induction  of  protective  immunity,  the  basic  mechanisms  and 
molecular  mediators  involved  in  the  development  of  immune  responses  remain  largely  unknown.  Knowledge  of  the 
basic  cellular  and  molecular  immune  mechanisms  of  the  gastrointestinal  tract  will  be  the  foundation  for  the 
development  of  successful  multicomponent  oral  vaccines  and  oral  tolerization  protocols,  and  an  understanding 
of  inflammatory  bowel  disease. 

Experimental  autoimmune  diseases  such  as  col l agen- induced  arthritis,  experimental  allergic  encephalomyelitis 
and  experimental  uveitis  have  been  successfully  treated  by  the  oral  administration  of  the  relevant  antigen. 
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Evidence  suggests  that  a subpopulation  of  T cells  and  cytokines,  such  as  TGF  beta,  are  implicated  in  the 
induction  of  tolerance  and  prevention  and/or  delay  of  disease  onset.  However,  the  molecular  basis  for  oral 
tolerance  induction  to  autoantigens  and  the  mechanisms  that  govern  these  processes  are  not  understood.  Although 
results  obtained  in  experimental  systems  are  encouraging,  it  is  not  clear  whether  oral  tolerance  regimens  in 
established  disease  suppress  or  exacerbate  autoimmune  conditions.  Carefully  controlled  studies  using  well 
defined  self  peptides  and  antigens  in  combination  with  advanced  molecular  and  cellular  immunology  approaches 
are  necessary  before  oral  tolerance  is  considered  as  an  effective  form  of  therapy  for  human  disease. 

Research  Objectives  and  Scope 

Areas  of  interest  include,  but  are  not  limited  to: 

o Studies  of  the  mechanisms  involved  in  the  induction  and  regulation  of  oral  tolerance  to  self  antigens,  with 
emphasis  on  the  identification  of  the  cell  types  and  cytokine  cascades  involved. 

o Analysis  of  the  effect  of  oral  administration  of  self  peptides  on  ongoing  autoimmune  disease  and  the  cellular 
and  molecular  mechanisms  that  mediate  these  effects. 

o Characterization  of  the  molecular  basis  for  the  observed  decrease  in  tissue  damage  in  organ- specific 
autoimmune  disease  following  the  oral  administration  of  appropriate  antigens. 

o Studies  to  establish  the  immune  parameters  of  induction  of  protective  immune  responses  to  orally  administered 
antigens  including  attenuated  or  killed  enteric  pathogens,  with  emphasis  on  the  characterization  of  cellular 
and  molecular  mediators  involved  in  these  processes. 

o Studies  to  analyze  and  determine  peripheral  and/or  systemic  correlates  of  protective  innxinity  to  orally 
administered  antigens,  including  enteric  pathogens  and  antigens  delivered  in  carrier  systems. 

0 Studies  of  antigen  processing  and  presentation  by  gut  epithelial  and  lymphoid  cells  and  design  of 
methodologies  to  manipulate  them  to  obtain  stronger  and/or  long  lasting  protective  immunity. 

New  approaches  to  the  study  of  mucosal  immunity  and  approaches  that  combine  cellular  and  molecular  immunology 
and  bacterial  genetics  are  strongly  encouraged  as  are  studies  that  would  yield  information  directly  applicable 
to  the  human  mucosal  system/autoimmune  disease  interface. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  research,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  April  5,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  overall  proposed  research,  the  name,  address  and  telephone  nunber  of  the  Principal  Investigator 
or  Program  Director  (for  POIs),  and  the  number  and  title  of  this  RFA.  Although  the  letter  of  intent  is  not 
required,  is  not  binding,  does  not  commit  the  sender  to  submit  an  application,  and  does  not  enter  into  the 
review  of  subsequent  applications,  the  information  that  it  contains  allows  NIAID  staff  to  estimate  the  potential 
review  workload  and  to  avoid  conflict  of  interest  in  the  review.  The  letter  of  intent  is  to  be  sent  to  Dr.  Mark 
Rohrbaugh  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  standard  research  grant  application  form  PHS  398  (rev.  09/91).  These 
application  forms  may  be  obtained  from  the  institution's  office  of  sponsored  research  and  from  the  Office  of 
Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449, 
Bethesda,  MD  20892,  telephone  (301)  496-7441. 

Applicants  interested  in  submitting  a program  project  application  must  request,  along  with  the  RFA,  a hard  copy 
of  the  document  entitled:  SPECIAL  INSTRUCTIONS  FOR  PREPARING  THE  GROUP  APPLICATION  FOR  PROGRAM  PROJECTS.  The 
document  provides  detailed,  updated  instructions  on  how  to  prepare  the  P01  application  and  also  contains  Tables 

1 - IV  which  may  be  used  in  presenting  the  necessary  budget  and  personnel  information  consistently.  This 
document,  particularly  the  tables,  cannot  be  transmitted  electronically,  and  must  be  requested  from  the  contact 
listed  in  under  INQUIRIES. 

REVIEW  CRITERIA 

The  review  criteria  are  those  review  criteria  used  for  traditional  research  project  grant  applications  and,  in 
the  case  of  P01  grant  applications,  those  review  criteria  for  large,  multicomponent,  interdisciplinary  program 
projects  as  outlined  in  the  NIAID  Brochure  on  Program  Project  and  Center  Grants. 

AWARD  CRITERIA 

Funding  decisions  will  be  made  on  the  basis  of  scientific  and  technical  merit,  as  determined  by  peer  review, 
program  needs  and  balance,  and  the  availability  of  funds. 
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INQUIRIES 


Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome.  Requests  for  the  RFA,  the  NIAID  Information  Brochure  on  Program 
Project  and  Center  Grants, and  the  document  entitled  "SPECIAL  INSTRUCTIONS  FOR  PREPARING  THE  GROUP  APPLICATION 
FOR  PROGRAM  PROJECTS,"  as  well  as  inquiries  regarding  programmatic  issues  may  be  directed  to: 

Howard  B.  Dickler,  M.D. 

Division  of  Allergy,  Immunology,  and  Transplantation 

National  institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4A19 

Bethesda,  MD  20892 

Telephone:  (301)  496-7104 

FAX:  (301)  402-2571 

Susan  Serrate-Sztein,  M.D. 

Rheumatic  Diseases  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Westwood  Building,  Room  405 

Bethesda,  MD  20892 

Telephone:  (301)  402-3340 

FAX:  (301)  480-7881 

Direct  inquiries  regarding  review  issues,  address  the  letter  of  intent  to,  and 
mail  two  copies  of  the  application  and  the  five  sets  of  appendices  to: 

Mark  Rohrbaugh,  Ph.D. 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C22 

Bethesda,  MD  20892 

Telephone:  (301)  496-8424 

FAX:  (301)  402-2638 


Direct  inquiries  regarding  fiscal  matters  to: 


Mr.  Jeffrey  Carow 

Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  4B29 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

Schedule 


Letter  of  Intent  Receipt  Date: 
Appl  i cat  ion  Receipt  Date: 
Scientific  Review  Date: 
Advisory  Council  Date: 

Earliest  Award  Date: 


April  5,  1993 
July  21,  1993 
October  1993 
February  1994 
April  1994 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.855  - Immunology,  Allergy  and 
Transplantation  Research  and  No.  93.846  - Arthritis  and  Musculoskeletal  and  Skin  Diseases  Research.  Awards  will 
be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as 
amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  74.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 

DEVELOPMENT  GRANT:  ENVIRONMENTAL  HEALTH  SCIENCES  CENTERS 

N1H  GUIDE.  Volume  22,  Nunber  10,  March  12,  1993 
RFA  AVAILABLE:  ES-93-01 


P.T . 34;  K.W.  0725005,  0710030 

National  Institute  of  Environmental  Health  Sciences 


Letter  of  Intent  Receipt  Date:  June  1,  1993 
Application  Receipt  Date:  July  28,  1993 

THE  REQUEST  FOR  APPLICATIONS  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 


The  overall  intent  of  this  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  program  is  to  establish 
multi-disciplinary  research  programs  that  utilize  state-of-the-art  science.  The  focus  is  on  environmentally 
related  health  problems  of  economically  disadvantaged  and/or  underserved  populations.  The  first  step  in  this 
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process  is  the  current  RFA  which  requests  developmental  grant  applications  from  institutions  or  consortia  of 
institutions  wishing  to  develop  multi-disciplinary  core  center  grants  with  this  theme. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Developmental 
Grant:  Environmental  Health  Sciences  Centers,  is  related  to  the  priority  area  of  environmental  health. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private. 
Appl  ications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  exploratory  grant  (P20).  The  requested  amount  of  each 
application  may  not  exceed  $175,000  direct  costs  per  year.  The  total  project  period  may  not  exceed  three  years. 
It  is  estimated  that  approximately  one  to  three  awards  will  be  made. 

It  is  important  to  note  that  the  award  of  a developmental  grant  by  the  NIEHS  does  not  imply  a commitment  to 
future  funding  of  any  resulting  research  or  center  grant  applications.  These  must  be  submitted  separately  and 
will  be  evaluated  on  the  basis  of  their  own  merit.  The  core  center  grant  (P30)  requires  a research  grant  base 
of  at  least  $1,000,000  of  outside  peer  reviewed  awards  related  to  environmental  health  problems,  particularly 
focusing  on  economically  disadvantaged  and/or  underserved  populations.  Therefore,  it  will  require  a substantial 
effort  during  the  award  period  of  the  P20  grant  to  achieve  the  level  of  research  support  base  necessary  to 
qualify  and  compete  successfully  for  a core  center  grant. 

This  RFA  has  a single  receipt  date.  However,  the  NIEHS  intends  to  announce  additional  receipt  dates  for 
developmental  grants  periodically. 

FUNDS  AVAILABLE 

Approximately  $800,000  has  been  set-aside  for  this  program.  The  funding  level  for  NIEHS  developmental  grants 
will  be  $175,000  direct  costs  per  year  for  a maximun  of  three  years.  It  is  anticipated  that  one  to  three 
developmental  grants  will  be  awarded  depending  upon  the  appropriation  of  funds  for  this  purpose  and  the  quality 
of  the  applications  received.  The  awards  are  not  renewable  and  supplements  are  not  allowed. 

RESEARCH  OBJECTIVES 

Most  Americans  want  to  live  long  and  healthy  lives,  and  the  majority  achieve  that  goal.  In  general,  however, 
economically  disadvantaged  and/or  underserved  populations  are  less  likely  to  achieve  this  goal.  At  every  stage 
of  life,  these  populations  suffer  disproportionate  levels  of  morbidity  and  mortality. 

The  primary  purpose  of  the  NIEHS  developmental  grant  will  be  to  provide  support  for  a group  of  investigators 
to  develop  interdisciplinary  collaborations  and  strategies  to  obtain  preliminary  results  to  demonstrate 
feasibility  and  develop  a research  program  addressing  the  above-cited  PURPOSE  of  the  NIEHS  in  this  RFA.  The 
resulting  program  will  then  be  used  as  the  basis  for  an  application  for  other  NIEHS  project  grants  and 
ultimately  a core  center  grant  (P30).  The  objectives  for  an  NIEHS  developmental  grant  may  include,  but  are  not 
limited  to: 

o Preliminary  or  feasibility  studies  to  gather  sufficient  data  to  demonstrate  the  potential  of  an  idea  or  the 
validity  of  an  approach,  to  acquire  or  demonstrate  technical  competence,  or  to  evaluate  other  technical  factors 
involved  in  the  development  of  a project  that  addresses  the  goal  of  this  initiative; 

o Recruitment  of  new  investigators  whose  expertise  would  strengthen  the  overall  research  project  base  in  a 
subsequent  core  center  grant  application; 

o Inter-  or  intra- insti tutional  planning  to  develop  research  strategies,  including  the  establishment  of  a 
timetable  or  milestones,  for  the  development  of  grant  applications  that  are  prerequisite  for  the  NIEHS  Core 
Center  grant  application. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  June  1,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  nunber  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in 
response  to  which  the  application  may  be  submitted. 
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Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows 
NIEHS  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Chief,  Environmental  Health  Resources  Branch 
Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233,  104  Alexander  Drive 
Research  Triangle  Park,  NC  27709 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (Rev. 9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms 
are  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  HD  20892, 
telephone  301/496-7441. 

Appl  ications  must  be  received  at  the  NIH  by  July  28,  1993.  The  RFA  label  available  in  the  application  form  must 
be  affixed  to  the  bottom  of  the  face  page  of  the  application.  In  addition,  the  RFA  title  and  number  must  be 
typed  on  Line  2a  of  the  face  page  of  the  application  form  and  the  YES  box  must  be  marked. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed, 
photocopies,  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

To  expedite  review,  two  copies  must  also  be  sent  to: 

Dr.  Donald  I.  McRee 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7508 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for  completeness  and  responsiveness.  Incomplete  or 
non- responsive  applications  will  be  returned  to  the  applicant  without  further  consideration. 

Site  visits  as  part  of  the  initial  review  of  applications  are  not  planned.  Therefore,  it  is  imperative  that 
the  application  be  complete  and  stand  on  its  own  merits.  If  a large  number  of  applications  are  received,  the 
NIEHS  will  utilize  a triage  process  whereby  the  applications  are  given  a preliminary  scientific  review  by 
scientific  peers  in  order  to  identify  the  most  meritorious  applications.  Those  applications  identified  as 
highly  meritorious  will  be  given  a full  scientific  review  and  a complete  and  detailed  summary  statement  will 
be  prepared.  Those  applications  not  achieving  these  qualifications  will  not  be  given  a full  review  and  an 
abbreviated  summary  statement  listing  the  reasons  for  this  decision  will  be  prepared. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Thorsten  A.  Fjellstedt,  Ph.D. 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-0131 

Direct  inquiries  regarding  fiscal  matters  to: 

Hr.  David  L.  Hineo 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.894.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  43  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
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45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 

NATIONAL  RESEARCH  SERVICE  AWARD  INSTITUTIONAL  TRAINING  APPLICATIONS 

NIH  GUIDE.  Volume  22,  Number  10,  March  12,  1993 

RFA  AVAILABLE:  DE-93-04 

P.T.  44;  K.U.  0720005,  0715148 

National  Institute  of  Dental  Research 

Letter  of  Intent  Receipt  Date:  August  10,  1993 
Application  Receipt  Date:  September  10,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOU. 

PURPOSE 

The  National  Institute  of  Dental  Research  (NIDR)  invites  applications  proposing  institutional  training  programs 
in  basic  and  clinical  sciences  pertaining  to  oral  health  research.  The  NIDR  supports  research  on  the  causes, 
epidemiology,  prevention,  diagnoses  and  treatment  of  dental  caries,  periodontal  and  soft  tissue  diseases, 
craniofacial  anomalies  and  orofacial  pain.  This  includes  normal  and  abnormal  craniofacial  development;  the 
structure  and  function  of  teeth,  jaws,  oral  mucosa,  bone,  connective  tissue,  salivary  glands  and  other  organs 
and  tissues  of  the  craniofacial  complex;  trigeminal  neurobiology;  the  relationship  of  behavioral,  social, 
economic  and  cultural  factors  to  oral  diseases  and  conditions;  dental  biomaterials;  and  the  role  of  fluoride 
and  nutrition  in  oral  health  and  disease.  It  also  emphasizes  the  need  for  research  on  older  Americans,  minority 
groups,  and  individuals  with  medical  and  handicapping  conditions  or  who  are  otherwise  at  high  risk  for  oral 
health  problems. 

The  primary  objective  of  these  training  programs  is  to  develop  highly  qualified,  clinical  investigators  by 
supporting  postdoctoral  training  of  individuals  with  D.D.S.,  D.M.D.,  or  equivalent  dental  degree,  who  are 
committed  to  a career  in  oral  health  research.  Applications  also  may  include  pre-  and  postdoctoral  training 
for  basic  scientists  and/or  short-term  training  for  dental  students  in  the  proposed  programs.  Proposed  training 
must  be  relevant  to  the  goals  of  the  NIDR,  as  described  in  the  NIDR  Long-Range  Research  Plan  for  the  Nineties, 
"Broadening  the  Scope."  Availability  of  this  publication  is  described  under  INQUIRIES. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  NRSA  - 
Institutional  Training  Applications,  is  related  to  the  priority  area  of  oral  health.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  from  domestic  non-profit,  public,  and  private  institutions  and  the  applicant 
institution  must  have  or  be  able  to  develop,  the  staff  and  facilities  required  for  the  proposed  program. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  National  Research  Service  Award  (NRSA)  Institutional 
Research  Training  Grant  (T32).  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed 
project  will  be  solely  that  of  the  applicant.  The  total  project  period  for  applications  submitted  in  response 
to  this  RFA  may  not  exceed  five  years;  awards  are;  however,  renewable. 

FUNDS  AVAILABLE 

The  NIDR  expects  to  make  one  or  two  institutional  training  awards  in  response  to  this  RFA.  This  level  of 
support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  and  educational 
merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIDR,  awards  pursuant  to  this  RFA 
are  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  training  program  must  provide  opportunities  for  individuals  to  carry  out  supervised  biomedical  or  behavioral 
oral  health  research  and  develop  research  skills.  Clinical  programs  must  have  strong  relationships  with  basic 
scientists  that  will  assure  trainees  the  opportunity  to  acquire  the  necessary  foundation  for  future  independent 
research. 

Training  will  be  provided  at  one  or  more  of  the  following  levels:  (1)  dentists  pursuing  a Ph.D.  or  equivalent 
degree  in  basic  science;  (2)  dentists  pursuing  postdoctoral  research  training;  (3)  baccalaureate  degree- holders 
pursuing  a Ph.D.  or  equivalent  degree;  (4)  Ph.D.  degree-holders  pursuing  postdoctoral  research  training;  (5) 
pre-dental  degree  students  pursuing  a short-term  research  experience,  usually  during,  but  not  limited  to,  the 
summer  months. 
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Preference  must  be  given  to  individuals  who  have  received,  as  of  the  beginning  of  an  appointment,  a D.D.S., 
D.M.D.,  or  equivalent  dental  degree  from  an  accredited  domestic  or  foreign  institution.  Certification  by  an 
authorized  official  of  the  degree- granting  institution  that  all  degree  requirements  have  been  met  is  acceptable. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  August  10,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research  training  program,  the  name,  address,  and  telephone  number  of  the  Program 
Director,  the  identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the 
RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows 
NIDR  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Valega  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

It  is  strongly  recommended  that  prospective  applicants  contact  Dr.  Valega  early  in  the  planning  phase  of 
application  preparation.  Such  contact  may  help  ensure  that  applications  are  responsive  to  this  RFA. 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91).  Application  forms  are  available  at  most 
institutional  offices  of  sponsored  research,  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants, 
National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  496-7441 
(301/594-7248  after  03/29/93),  and  from  the  NIDR  program  administrator  listed  under  INQUIRIES. 

This  RFA  is  for  a single  competition.  Applications  must  be  received  by  September  10,  1993.  If  an  application 
is  received  after  that  date  or  deemed  non- responsive  to  the  RFA,  it  will  be  returned  to  the  applicant  without 
review. 


REVIEW  CONSIDERATIONS 


Appl ications  will  be  evaluated  for  scientific  and  technical  merit  by  the  NIDR  Special  Grants  Review  Committee 
(DSR),  a standing  NIH  initial  review  group.  Applicant  interviews  or  site  visits  may  be  involved. 

Secondary  review  will  be  by  the  National  Advisory  Dental  Research  Council.  Among  the  information  the  Council 
considers  will  be  the  report  of  the  DSR  on  the  plans  for,  and  success  in,  recruitment  of  women  and  individuals 
from  underrepresented  minority  groups. 

Review  and  Award  Schedule 


Applications  will  be  processed  according  to  the  following  schedule: 


Application  Initial  Review  Council 
Receipt  Date  Group  Meeting  Meeting 


Earliest 
Award  Date 


Sep  10,  1993  Feb/Mar  1994 


May/Jun  1994  Jul  1994 


AWARD  CRITERIA 


The  NIDR  will  notify  the  applicant  of  the  Council's  action  shortly  after  its  meeting.  Funding  decisions  will 
be  made  based  on  the  DSR  and  Council  recommendation,  the  need  for  research  personnel  in  specified  program  areas, 
and  the  availability  of  funds. 

Applicants  are  reminded  that  NIDR  funding  decisions  will  take  into  consideration  those  applications  that  offer 
training  at  the  following  levels  in  priority  order:  (1)  dentists  pursuing  a Ph.D.  or  equivalent  degree  in  a 
basic  science;  (2)  dentists  pursuing  postdoctoral  research  training;  (3)  baccalaureate  degree  holders  pursuing 
a Ph.D.  or  equivalent  degree;  (4)  Ph.D.  degree  holders  pursuing  postdoctoral  research  training;  and  (5) 
pre-dental  degree  students  pursuing  a short-term  research  experience. 

The  NIDR  appreciates  the  value  of  complementary  funding  from  other  public  and  private  sources,  including 
foundations  and  industrial  concerns,  for  activities  that  will  complement  and  expand  those  supported  by  the  NIDR. 

INQUIRIES 


Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 
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Direct  inquiries  regarding  programmatic  issues  to: 


Thomas  M.  Valega,  Ph.D. 

Special  Assistant  for  Manpower  Development  and  Training 
National  Institute  of  Dental  Research 
Westwood  Building,  Room  503 
Bethesda,  MD  20892 

Telephone:  (301)  496-6324  (301/594-7617  after  03/29/93) 

FAX:  (301)  496-4180  (301/594-7616  after  03/29/93) 

Direct  inquiries  pertaining  to  fiscal  and  policy  matters  to: 

Theresa  Ringler,  Grants  Management  Officer 
Extramural  Program 

National  Institute  of  Dental  Research 
Westwood  Building,  Room  510 
Bethesda,  MD  20892 

Telephone:  (301)  496-7437  (301/594-7629  after  03/29/93) 

Copies  of  the  NIDR  Long-Range  Research  Plan  for  the  Nineties,  "Broadening  the  Scope,"  are  available  by  a written 
request  to  NIDR,  P.O.  Box  54793,  Washington,  DC  20032 

AUTHORITY  AND  REGULATIONS 

NRSA  Institutional  Research  Training  Grants  are  made  under  the  authority  of  Section  487  of  the  Public  Health 
Service  (PHS)  Act  as  amended  (42  USC  288),  Title  42  of  the  Code  of  Federal  Regulations,  Part  66,  is  applicable 
to  this  program.  This  program  is  also  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.121.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


PRIMARY  CARE  AND  HEALTH  CARE  REFORM 

NIH  GUIDE.  Volume  22,  Number  10,  March  12,  1993 

PA  NUMBER:  PA-93-063 

P.T.  34;  K.W.  0730020,  0730050 

Agency  for  Health  Care  Policy  and  Research 

PURPOSE 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  supports  and  conducts  research,  demonstration  projects, 
and  evaluations  of  health  care  services  and  systems  delivering  such  services.  The  AHCPR  believes  the  current 
national  policy  interest  in  health  care  reform  provides  an  important  opportunity  to  enhance  the  understanding 
of  the  relationships  between  primary  care  and  health  care  costs,  access,  and  quality.  This  program  announcement 
(PA)  emphasizes  a need  for  short  term  research  (producing  results  within  one  to  three  years)  to  assess  ways  in 
which  primary  care  services  can  contribute  to  health  care  reform. 

A major  AHCPR  responsibility  is  support  for  research  that  focusses  on  problems  of  immediate  concern  to  policy 
makers  at  the  Federal  and  State  levels.  Consistent  with  this  charge,  the  AHCPR  encourages  research  addressing 
questions  raised  in  formulating  policy  changes  to  deal  with  significant  problems  in  the  health  care  sector,  and 
specifically  through  this  PA,  in  the  primary  care  field. 

To  generate  the  required  analytical  effort  on  primary  care  in  health  care  reform,  the  AHCPR  encourages 
investigators  to  use  strategies  that  avoid  primary  data  collection  efforts,  and  focus  instead  on  designs  and 
methods  that  produce  results  quickly,  such  as  the  use  of  existing  data,  microsimulations,  and  rigorous 
syntheses. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS  led  national  activity  for  setting  priority  areas.  This  program  announcement, 
Primary  Care  and  Health  Care  Reform,  is  related  to  the  objectives  of  broadening  access  to  timely  and  effective 
preventive  services.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001 -00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  non-profit  organizations,  public  and  private,  including 
universities,  clinics,  units  of  State  and  local  governments,  non-profit  firms,  and  non-profit  foundations. 
Applications  from  minority  and  women  investigators  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  program  announcement  will  use  the  research  project  grant  (R01).  Responsibility  for  the  planning, 
direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  It  is  anticipated  that 
projects  will  be  accomplished  in  one  to  three  years.  This  PA  is  in  effect  through  July  1,  1994. 
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RESEARCH  OBJECTIVES 


Background.  In  response  to  continued  growth  in  the  cost  of  health  care  and  the  increasing  numbers  of  persons 
without  access  to  basic  health  care  services,  public  attention  is  now  focussed  on  major  health  care  reform 
efforts.  The  experience  of  other  developed  countries  that  provide  universal  access  to  care  for  a substantially 
lower  per  capita  cost  than  the  U.S.  argues  strongly  that  careful  consideration  of  the  organization  and  delivery 
of  primary  care  services  will  be  an  essential  component  of  resolving  the  current  health  care  dilemma. 

States  and  a number  of  regional  coalitions  have  already  initiated  reform  programs.  These  programs  provide 
natural  laboratories  for  assessing  the  effects  of  specific  organizational,  financial,  and  regulatory  mechanisms 
on  utilization,  costs,  and  access  to  primary  care  services.  Reform  initiatives  related  to  primary  care  that 
are  in  place  or  under  development  include:  expanded  Medicaid  benefits  for  women  and  children,  approaches  that 
encourage  or  require  Medicaid  beneficiaries  to  enroll  in  managed  care  programs,  the  use  of  school  based  clinics 
to  provide  services  to  children  and  adolescents,  and  the  establishment  of  primary  care  clinics  in  underserved 
areas.  Analysis  and  evaluation  of  the  relationship  between  the  delivery  of  primary  care  services,  and  the 
overall  effects  of  such  programs  on  costs,  quality,  and  access,  are  critical  for  informing  further  decisions 
regarding  national  health  care  reform. 

Policy  Issues  and  Research  Priorities 

Primary  care  includes:  first  contact  care,  care  that  is  longitudinal,  care  that  is  person  centered  rather  than 
disease  or  problem  specific,  and  care  that  is  comprehensive.  It  addresses  the  most  common  problems  in  the 
population  by  providing  preventive,  curative,  or  rehabilitative  services  to  maximize  health  and  well  being. 
The  U.S.  does  not  have  a clearly  defined  system  of  primary  care  delivery.  Primary  care  services  are  provided 
by  physicians  in  multiple  specialties  as  well  as  nonphysician  providers,  predominately  nurse  practitioners, 
certified  nurse  midwives,  and  physician  assistants,  in  a variety  of  settings.  While  the  majority  of  persons 
identify  one  provider  as  their  usual  source  of  care,  a substantial  number  obtain  primary  care  services  from 
multiple  providers.  Some  individuals  obtain  specialized  services  when  referred  by  a primary  care  provider, 
while  others  seek  specialists'  care  directly. 

Studies  have  shown  that  access  to  primary  care  services  is  associated  with  improved  health  outcomes.  Primary 
care  providers  also  use  fewer  resources  in  the  care  of  patients  with  chronic  diseases  than  specialists,  after 
adjusting  for  severity  of  illness.  However,  existing  studies  are  limited,  and  additional  studies  that  isolate 
the  effects  of  distinct  organizational  and  provider  characteristics  on  overall  costs  and  patient  outcomes  are 
essential  to  inform  health  care  reform. 

A broad  array  of  research  questions  are  relevant  to  primary  care  and  health  care  reform.  Three  research  areas 
emerge  as  AHCPR  priorities  because  of  their  relevance  to  the  development  of  effective  health  care  reform 
programs:  (1)  the  effectiveness  of  primary  care  and  overall  costs;  (2)  the  cost  and  quality  implications  of 
different  modes  of  access  to  primary  care;  and  (3)  the  organization  of  primary  care  providers. 

Effectiveness  of  Primary  Care  and  Overall  Costs 

In  a health  care  system  with  a clearly  defined  primary  care  infrastructure,  the  decisions  of  primary  care 
practitioners  have  important  implications  for  the  total  expenditures  for  health  care.  Recent  studies 
demonstrate  that  a lack  of  access  to  outpatient  care  can  result  in  potentially  avoidable  hospital  admissions. 
These  studies  suggest  that  improving  the  effectiveness  of  patient  care  may  lead  to  substantial  cost  savings 
while  improving  the  health  status  of  the  American  people. 

Of  particular  interest  are  studies  of  referral  to  specialty  services.  Further  research  is  needed  to  develop 
and  test  mechanisms  by  which  consultation  and  referral  can  be  accomplished  without  disrupting  continuity  or 
coordination  of  care. 

Illustrative  research  questions  include: 

o Can  the  provision  of  primary  care  services  decrease  the  incidence  of  avoidable  hospitalizations?  Which 
primary  care  services,  providers,  and  organizational  models  are  most  effective  in  reducing  avoidable 
hospitalizations?  How  is  provider  training  related  to  the  effectiveness  of  primary  care  services  delivered  to 
specific  groups  of  patients,  such  as  children,  the  elderly,  and  those  residing  in  underserved  areas? 

o What  proportion  of  variations  in  costs  and  use  of  expensive  technologies  is  attributable  to  variations  in 
referral  by  primary  care  providers?  Are  observed  variations  attributable  to  provider  training,  availability 
of  specialists,  patient  characteristics,  or  other  factors?  Can  improved  referral  practices  result  in  more 
appropriate  use  of  expensive  technologies? 

o How  do  nonphysician  providers  in  a variety  of  settings  refer  patients  to  specialists,  and  what  arrangement 
of  physician  backup  is  most  effective? 

Cost  and  Quality  Impl ications  of  Different  Modes  of  Access  to  Primary  Care 

Four  general  patterns  of  primary  care  include:  episodic  care  from  a hospital  emergency  room  or  urgent  care 
center;  longitudinal  care  from  a "usual  care"  provider  who  may  be  a primary  care  provider  or  specialist; 
specialist  provided  primary  care  through  direct  (self)  referral;  and  primary  care  from  multiple  providers.  Most 
research  confounds  patient  and  practitioner  characteristics,  features  of  the  organization,  and  reimbursement 
mechanisms. 

Studies  that  examine  the  quality  and  cost  implications  of  receiving  ongoing  primary  care  from  a specialist 
compared  to  a primary  care  provider  are  important.  Of  particular  relevance  to  women's  health  care  are  the  cost 
and  quality  implications  of  using  one  or  two  primary  care  providers.  Studies  are  also  needed  that  examine  the 
cost  and  quality  implications  of  restriction  of  self  referral  to  specialty  care.  Isolating  the  confounding 
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effects  of  cost  sharing,  provider  training,  and  patient  characteristics  is  essential.  Research  that  uses 
existing  data  to  develop  or  refine  case  mix  measures  for  application  to  ambulatory  problems  is  also  needed. 

Illustrative  research  questions  include: 

o What  are  the  effects  on  cost  and  quality  of  care  of  receiving  primary  care  from  a primary  care  provider 
compared  with  multiple  providers  or  specialists? 

o What  are  the  effects  on  cost  and  quality  of  limiting  direct  access  to  specialists  for  continuity  care?  Are 
there  differential  effects  on  patient  outcomes  for  patients  with  special  needs,  such  as  persons  with 
disabilities  and  persons  with  chronic  diseases? 

o Will  recent  changes  in  Medicare  reimbursement  that  increase  payment  for  some  primary  care  services  enhance 
the  delivery  of  primary  care  services  to  all  persons? 

Organization  of  Primary  Care  Providers 

Managed  care  organizations,  particularly  health  maintenance  organizations  (HMOs),  have  a clearly  defined  system 
for  delivering  primary  care  services.  Research  on  staff  model  HMOs,  in  which  the  ratio  of  primary  care 
providers  to  specialists  is  higher  than  for  the  health  care  system  as  a whole,  suggests  that  this  type  of 
organization  provides  more  cost  effective  care  than  traditional  fee  for  service  practice.  Studies  that  isolate 
the  specific  components  of  these  arrangements  that  are  most  effective  (e.g.,  type  of  primary  care  providers, 
staffing  ratios,  mechanisms  for  utilization  review)  could  provide  important  guidance  to  policy  makers.  Recent 
State  initiatives  to  enroll  Medicaid  recipients  in  managed  care  programs  may  offer  the  potential  for  studies 
using  existing  data  to  evaluate  the  effects  of  these  programs  on  health  outcomes,  health  costs,  and  utilization 
of  services.  In  particular,  information  that  links  the  effects  of  State  regulations  on  the  scope  of  practice 
of  advanced  practice  nurses  and  physician  assistants  to  the  effective  delivery  of  primary  care  services  is 
urgently  needed. 

Research  is  also  needed  on  organizational  characteristics  that  enhance  the  outcomes  of  primary  care.  Additional 
research  that  examines  the  relationship  of  continuity,  accessibility,  and  comprehensiveness  of  primary  care  on 
cost,  quality,  and  access  in  health  care  is  critical  for  planning  and  organizing  more  effective  and  efficient 
services. 

Illustrative  research  questions  include: 

o What  organizational  characteristics  or  administrative  interventions  enhance  coordination  and  continuity  of 
care  across  settings?  How  are  continuity,  coordination,  and  comprehensiveness  best  measured? 

o What  are  the  effects  of  social,  legal,  and  economic  barriers  to  the  scope  of  practice  of  advanced  practice 
nurses  and  physician  assistants,  and  the  effects  of  these  restrictions  on  patient  outcomes? 

o How  well  do  community  based  organizations,  including  public  health  departments  and  school  based  clinics, 
assure  the  integration  of  services?  What  are  the  effects  of  categorical  programs,  such  as  vaccination  programs 
or  family  planning  clinics,  on  continuity  and  coordination  of  care? 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

The  AHCPR  requires  all  applicants  for  research  grants  to  include  minorities  and  women  in  study  populations  so 
that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the  disease,  disorder,  or  condition  under 
study.  Special  emphasis  must  be  placed  on  the  need  to  include  minorities  and  women  in  studies  of  diseases, 
disorders,  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended  to  apply  to  males  and 
females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  research,  a clear  and 
compelling  rationale  should  be  provided. 

This  policy  applies  to  all  AHCPR  research  grants.  The  AHCPR  will  not  award  grants  for  applications  which  do 
not  comply.  If  the  required  information  is  not  contained  in  the  application,  the  application  will  be  returned 
without  review. 

The  compositions  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS 
398  in  Sections  1 to  4 of  the  Research  Plan  and  summarized  in  Section  5,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  AHCPR  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  American 
Indians/Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  Hispanics).  Where  appropriate,  the  applicant  must 
provide  the  rationale  for  studies  on  single  minority  population  groups. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  because  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

Peer  reviewers  will  address  specifically  whether  the  applicant's  research  plan  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  questions(s) 
addressed  and  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a 
scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to 
the  application. 
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APPLICATION  PROCEDURES 


Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  09/91),  and  will  be  accepted  at 
the  standard  application  deadlines  as  indicated  in  the  application  kit.  State  and  local  governments  may  use 
form  PHS  5161  and  submit  an  original  and  two  copies  of  the  application. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  301-496-7441;  and  from  the  Office  of  Scientific  Review,  Agency  for  Health  Care  Policy  and 
Research,  2101  East  Jefferson  Street,  Suite  602,  Rockville,  MD  20852,  telephone  301-227-8449.  The  title  and 
number  of  the  announcement  must  be  typed  in  Section  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this  announcement  that  is 
essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant  withdraws  the  pending 
application.  The  DRG  will  not  accept  any  application  that  is  essentially  the  same  as  one  already  reviewed. 
This  does  not  preclude  the  submission  of  substantial  revisions  of  applications  already  reviewed,  but  such 
applications  must  include  an  introduction  addressing  the  previous  critique. 

Applicants  are  encouraged  to  apply  by  the  earliest  possible  submission  date.  The  first  due  date  is  June  1, 
1993.  Thereafter,  the  due  dates  for  application  are  October  1,  1993,  February  1,  1994,  and  June  1,  1994. 
Applications  for  R01  grants  must  be  received  by  the  Division  of  Research  Grants,  NIH.  An  application  received 
after  the  deadline  may  be  acceptable  if  it  carries  a legible  proof  of  mailing  date  assigned  by  the  carrier  and 
the  proof  of  mailing  date  is  not  later  than  1 week  prior  to  the  deadline  data. 

REVIEW  PROCEDURES 

Upon  receipt,  applications  will  be  reviewed  for  completeness  and  responsiveness.  Incomplete  applications  will 
be  returned  to  the  applicant  without  further  consideration.  Review  criteria  for  grant  applications  are 
significance  and  originality  from  a scientific  and  technical  viewpoint;  adequacy  of  the  method  to  carry  out  the 
project;  availability  of  data  or  the  proposed  plan  to  collect  data  required  for  the  project;  qualifications  and 
experience  of  the  principal  investigator  and  proposed  staff;  adequacy  of  the  plan  for  organizing  and  carrying 
out  the  project;  reasonableness  of  the  proposed  budget;  and  adequacy  of  the  facilities  and  resources  available 
to  the  applicant. 

Applications  will  be  evaluated  in  accordance  with  the  criteria  stated  above  for  scientific/technical  merit  by 
an  appropriate  peer  review  group.  Applications  assigned  to  the  AHCPR  and  requesting  total  direct  costs  in 
excess  of  $50,000  may  be  reviewed  by  the  National  Advisory  Council  for  Health  Care  Policy,  Research,  and 
Evaluation  Council  for  policy  relevance  and  research  value.  Funding  will  be  based  on  recommendations  from  the 
peer  review  and  an  appropriate  Council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications.  The  following  will  be  considered 
in  making  funding  decisions:  quality  of  the  proposed  project  as  determined  by  peer  review;  availability  of 
funds;  and  program  balance  among  research  areas  of  the  announcement.  The  anticipated  dates  of  award  for 
applications  are  10  months  from  the  date  of  submission. 

INQUIRIES 

Those  considering  an  application  in  response  to  this  PA  are  strongly  encouraged  to  discuss  their  project  with 
AHCPR  program  administrators  before  formal  submission.  The  AHCPR  welcomes  the  opportunity  to  clarify  any  issues 
or  questions  from  potential  applicants.  Copies  of  a Grant  Announcement  based  upon  this  PA  will  be  available 
from  the  AHCPR  Publications  Clearinghouse,  PO  Box  8547,  Silver  Spring,  MD  20907,  (1-800-358-9295)  after  April 
30,  1993. 

Direct  inquiries  regarding  programmatic  issues  to: 

Carolyn  Clancy,  M.D. 

Center  for  General  Health  Services  Extramural  Research 

Agency  for  Health  Care  Policy  and  Research 

Executive  Office  Center,  Suite  502 

2101  East  Jefferson  Street 

Rockville,  MD  20852-4908 

Telephone:  (301)  227-8357 

Direct  inquiries  regarding  fiscal  matters  to: 

Ralph  Sloat 

Agency  for  Health  Care  Policy  and  Research 
2101  East  Jefferson  Street,  Suite  601 
Rockville,  MD  20852-4908 
Telephone:  (301)  227-8447 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.180  and  93.226.  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IX,  as  amended  (Public  Laws  101-239  and  102-410) 
and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  67,  Subpart  A and  45  CFR  Part  74  (45 
CFR  Part  92  for  State  and  local  governments).  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INS  TITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbaid  Avenue 
Bethesda,  MD  20816 
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NOTICES 

NIH  INTERIM  GUIDELINES  FOR  THE  SUPPORT  AND  CONDUCT  OF  THERAPEUTIC  HUMAN  FETAL  TISSUE  TRANSPLANTATION 

RESEARCH  1 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

REVISING  THE  PHS  398.  PHS  2590.  PHS  416-1.  AND  PHS  416-9  GRANT  APPLICATIONS  3 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

INVESTIGATIVE  GROUP  FOR  HEPATITIS  MOLECULAR  PATHOGENESIS.  IMMUNOLOGY.  AND  VIROLOGY 

(RFP  NIAID-DMID-94-04)  4 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

DATOS  PSYCHIATRIC  COMORBIDITY  STUDY  (RFP  NIH-N01DA-3-6201 ) 4 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

ANALYTICAL  CHEMISTRY  AND  STABILITY  TESTING  OF  TREATMENT  DRUGS  (RFP  N01DA-3-8301 ) 5 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

IN  VITRO  BIOGENIC  AMINE  RECEPTOR  TESTING  FOR  POTENTIAL  COCAINE  TREATMENT  MEDICATIONS  (RFP  N01DA-3-8302)  . 5 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

ENVIRONMENTAL  FACTORS  AND  BREAST  CANCER  IN  HIGH-RISK  AREAS  (RFA  CA/ES-93-024)  6 

National  Cancer  Institute 

National  Institute  of  Environmental  Health  Sciences 
INDEX:  CANCER;  ENVIRONMENTAL  HEALTH  SCIENCES 

TUBERCULOSIS:  PREVENTION  AND  ADHERENCE  INTERVENTIONS  (RFA  NR-93-004)  8 

National  Center  for  Nursing  Research 
INDEX:  NURSING  RESEARCH 

MENTAL  RETARDATION  RESEARCH  CENTERS  (RFA  HD-94-003)  10 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

TRANSGENIC  MOUSE  SPERM  CRYOPRESERVATION  (RFA  HD-93-013)  12 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

ONGOING  PROGRAM  ANNOUNCEMENTS 

PSYCHOSOCIAL  GERIATRICS  RESEARCH:  HEALTH  BEHAVIORS  AND  AGING  (PA-93-064)  14 

National  Institute  on  Aging 
INDEX:  AGING 

NUTRIENT  ANTIOXIDANTS.  CELLULAR  METABOLISM  AND  FUNCTION  (PA-93-065)  18 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
INDEX:  DIABETES,  DIGESTIVE,  KIDNEY 

VESTIBULAR  REFLEXES  DURING  NATURAL  MOTION  (PA-93-066)  21 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
National  Eye  Institute 

INDEX:  DEAFNESS,  COMMUNICATIONS  DISORDERS;  EYE 


This  publication  is  also  available  electronically  to  institutions  via  BfTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer.  Contact  Dr.  John  James  at  301/496-7554  for  details,  or  send  an  E-mail  message  to  ZNS@NIHCU. 
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The  National  Institutes  of  Health  (NIH),  in  implementing  the  directive  set  forth  in  the  following  memorandum, 
announces  interim  guidelines  for  the  support  and  conduct  of  therapeutic  human  fetal  tissue  transplantation 
research. 

THf  WHITE  HOUSE 

WASHINGTON 

January  22,  l»93 


MEMORANDUM  FOR  THE  SECRETARY  OF  HEALTH  AMD  HUMAN  SERVICES 

SUBJECT:  Federal  Funding  of  Fetal  Tissua  Transplantation 

Rsssareh 


On  March  22,  1588,  the  Assistant  Secretary  for  Ksalth  of 
2.JX  and  Human  s arvicea  ("HHS" ) imposed  a temporary  moratorium 
on  Federal  funding  of  research  involving  transplantation  of 
fatal  tissua  fron  induced  abortions.  Contrary  to  tha  racom- 
nandations  of  a National  Institutes  of  Health,  adv  sory 
on  Novamber  2,  19S9,  the  Secretary  of  Health  and  Human  Services 
axtandad  the  msratcrium  indafir.itely.  This  moratorium  has 
significantly  hampered  the  development  of  pcasible  treatmsn.s 
r0r  individuals  afflicted  with  aericus  diBeaaaa  and  disorders, 
m PaSSSon'*  disease,  Alzheimer's  disease,  diabetes,  and 
leukemia.  Acccrdingly,  I hereby  direct  that  you  immediately 
lift  the  moratorium. 


you  are  hereby  authorized  and  directed  to  publish  thia 
memorandum  in  the  Federal 


* jjo  1/ULAJU-aa  

On  February  1,  1993,  the  Secretary  of  Health  and  Human  Services  carried  out  the  President's  directive  ending 
the  moratorium.  The  Secretary  further  directed  the  NIH  to  develop  interim  guidelines,  based  on  the 
recommendations  of  the  1988  Human  Fetal  Tissue  Transplantation  Research  Panel,  to  ensure  that  Federal  funding 
of  therapeutic  human  fetal  tissue  transplantation  research  does  not  encourage  the  choice  of  abortion. 
Accordingly,  the  National  Institutes  of  Health  has  developed  the  following  interim  policy  guidance  to  ensure 
that  therapeutic  human  fetal  tissue  transplantation  research  projects  supported  or  conducted  by  the  NIH  are 
carried  out  in  accordance  with  the  guidance  provided  by  the  Human  Fetal  Tissue  Transplantation  Research  Panel 
and  the  Advisory  Committee  to  the  Director.  Relevant  citations  of  Federal  regulations  governing  the  protection 
of  human  subjects  in  research  (45  CFR  46)  are  in  parentheses. 

INTERIM  GUIDELINES  FOR  THE  CONDUCT  OF  THERAPEUTIC  HUMAN  FETAL  TISSUE  TRANSPLANTATION  RESEARCH 
Separating  Abortion  from  Research. 

o The  decision  to  terminate  a pregnancy  and  the  abortion  procedures  should  be  kept  independent  from  the 
retrieval  and  use  of  fetal  tissue.  (45  CFR  46  Subpart  B) 

o The  timing  and  method  of  abortion  should  not  be  influenced  by  the  potential  uses  of  fetal  tissue  for 
transplantation  or  medical  research.  (45  CFR  46  Subpart  B) 

Prohibiting  Payments  and  Other  Inducements. 

o Payments  and  any  other  forms  of  remuneration,  compensation  or  benefit  associated  with  the  procurement  of 
fetal  tissue  should  be  prohibited,  except  payment  for  reasonable  expenses  occasioned  by  the  actual  retrieval, 
storage,  preparation,  and  transportation  of  the  tissues.  (45  CFR  46  Subpart  B;  Also  addressed  in  the  National 
Organ  Transplant  Act). 

Informed  Consent. 

o Potential  recipients  of  such  tissues,  as  well  as  research  and  health  care  participants,  should  be  properly 
informed  about  the  source  of  the  tissues  in  question. 

o The  decision  and  consent  to  abort  must  precede  discussion  of  the  possible  use  of  the  fetal  tissue  and  any 
request  for  such  consent  that  might  be  required  for  that  use. 

o Fetal  tissue  from  induced  abortions  should  not  be  used  in  medical  research  without  the  prior  consent  of  the 
pregnant  woman.  Her  decision  to  donate  fetal  material  is  sufficient  for  the  use  of  tissue,  unless  the  father 
objects  (except  in  the  cases  of  incest  or  rape).  (Uniform  Anatomical  Gift  Act;  also  45  CFR  46  Subparts  A and 
B contain  general  requirements  for  informed  consent,  which  may  be  relevant) 
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o Consent  should  be  obtained  in  compliance  with  State  law  and  with  the  Uniform  Anatomical  Gift  Act.  (45  CFR 
46  Subpart  B) 

Prohibiting  Directed  Donations. 

o The  pregnant  woman  should  be  prohibited  from  designating  the  transplant-recipient  of  the  fetal  tissue. 

o Anonymity  between  donor  and  recipient  should  be  maintained,  so  that  the  donor  does  not  know  who  will  receive 
the  tissue,  and  the  identity  of  the  donor  is  concealed  from  the  recipient  and  transplant  team. 

o Experimental  transplants  performed  with  fetal  tissue  from  induced  abortions  provided  by  a family  member, 
friend  or  acquaintance  should  be  prohibited. 

Abiding  by  State  Laws. 

o Researchers  in  States  with  statutes  appearing  to  ban  fetal  tissue  transplants  should  seek  clarification  of 
the  law.  (45  CFR  46  Subpart  B,  which  also  requires  adherence  to  local  laws) 

Ethical  Review  of  Research. 

o Customary  review  procedures  should  apply  to  research  involving  transplantation  of  tissue  from  induced 
abortions.  (45  CFR  46) 

Determining  When  Progress  to  Clinical  Studies  Is  Justified. 

o Sufficient  evidence  from  animal  experimentation  is  needed  to  justify  proceeding  to  human  clinical  trials. 

Acceptable  preliminary  data  must  be  presented  to  an  appropriate  Institutional  Review  Board,  NIH  Initial  Review 

Group,  and  National  Advisory  Council  before  Public  Health  Service  funds  would  be  available.  (45  CFR  46  and 
current  peer  review  process) 

DEVELOPMENT  OF  FINAL  GUIDELINES 

The  NIH  is  beginning  to  develop  formal  guidelines  for  this  area  of  research.  Until  final  guidelines  are  issued, 
the  provisions  outlined  above  will  constitute  the  NIH's  interim  policy  guidance  for  the  support  and  conduct  of 
therapeutic  human  fetal  tissue  transplantation  research.  Comments  on  this  interim  policy  will  be  considered 
in  the  preparation  of  the  final  guidelines.  This  interim  policy  will  be  published  in  the  Federal  Register  in 
the  near  future  with  a request  for  public  comment.  If  the  NIH  reauthorization  legislation  now  pending  before 

Congress  is  enacted  in  its  present  form,  additions  to  this  interim  policy  would  be  necessary. 

INQUIRIES 

Comments  and  questions  about  the  interim  guidelines  may  be  directed  to: 

F.  Ui l l iam  Dommel , Jr.,  J.D. 

Senior  Policy  Advisor 

Office  for  Protection  from  Research  Risks 
Building  31,  Room  5B59 
Bethesda,  MD  20892 
Telephone:  (301)  496-7005 

REVISING  THE  PHS  398.  PHS  2590.  PHS  416-1.  AND  PHS  416-9  GRANT  APPLICATIONS 

NIH  GUIDE.  Volume  22,  Number  11,  March  19,  1993 
P.T.  34;  K.W.  1014006 
National  Institutes  of  Health 

A National  Institutes  of  Health  (NIH)  committee,  with  representatives  from  within  the  Public  Health  Service, 
has  begun  work  on  revising  the  PHS  398  Research  Grant  Application  (which  includes  the  Institutional  National 
Research  Service  Award),  the  PHS  2590  Noncompeting  Continuation  Research  Grant  Application,  the  PHS  416-1 
Individual  National  Research  Service  Award,  and  the  PHS  416-9  Noncompeting  Continuation  Individual  National 
Research  Service  Award.  The  Committee  welcomes  any  suggestions  or  comments  from  the  scientific  community  or 
from  other  interested  persons  regarding  ways  to  improve  the  application  kits.  Suggestions  could  concern  items 
such  as  the  clarity  of  the  instructions,  other  support,  structure  of  the  scientific  proposal,  biographical 
sketch,  and  personnel  information. 

INQUIRIES 

Send  suggestions  or  comments  by  April  9,  1993,  to: 

Ms.  Barbara  Wassell 
Project  Clearance  Liaison 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  5 
Bethesda,  MD  20892 
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NOTICES  OF  AVAILABILITY  CRFPs  AMP  RFAs) 


INVESTIGATIVE  GROUP  FOR  HEPATITIS  MOLECULAR  PATHOGENESIS.  IMftJNOLOGY.  AND  VIROLOGY 

NIH  GUIDE.  Volume  22,  Number  11,  March  19,  1993 

P.T.  34;  K.W.  0710070,  1002045,  0765033,  0715125,  0755010 

RFP  AVAILABLE:  NIAID-DMID-94-04 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Enteric  Diseases  Branch  of  the  Division  of  Microbiology  and  Infectious  Diseases,  National  Institute  of 
Allergy  and  Infectious  Diseases  (NIAID),  has  a requirement  for  a group  to  perform  independent  and  collaborative 
work  on  hepatitis  viruses  in  model  systems  such  as  the  woodchuck.  The  specific  focus  is  on  understanding 
infection  and  chronic  disease,  identifying  parameters  that  determine  the  outcome  of  infection,  i.e.,  recovery 
and  chronicity,  and  developing/evaluating  preventions  and  therapies.  This  contract  is  to  perform  the  molecular 
and  viral/host  assays  for  both  the  independent  and  collaborative  work  in  the  woodchuck  animal  model  for 
hepatitis  B and  D.  The  Division  of  Intramural  Research  has  a requirement  for  a contractor  to  determine  the 
presence  and  quantities  of  markers  of  human  hepatitis  viruses  on  samples  generated  by  separate  activities  using 
primarily  commercially  available  kits.  The  DMID  part  of  this  effort  is  Part  I,  and  the  DIR  Portion  is  Part  II. 

RFP  No.  NIAID-DMID-94-04  is  now  available.  Responses  are  due  by  4:30  pm  on  April  26,  1993.  It  is  estimated 
that  one  contract  for  Parts  I and  II  together  or  two  separate  contracts  for  Parts  I and  II  separately  will  be 
awarded  incrementally  for  a period  of  five  years.  Due  to  increased  emphasis  in  vaccine  programs,  the  Government 
reserves  the  right  to  make  more  than  one  award  for  Part  I.  Any  responsible  offeror  may  submit  a proposal  that 
will  be  considered  by  the  Government. 

INQUIRIES 

To  receive  a copy  of  this  RFP,  supply  this  office  with  two  self-addressed  mailing  labels.  Telephone  inquiries 
will  not  be  honored  and  all  inquiries  must  be  in  writing  and  addressed  to: 

Mr.  Carl  Henn,  Contracting  Officer 

National  Institute  of  Allergy  and  Infectious  Diseases 

6003  Executive  Boulevard 

Solar  Building,  Room  3C07 

Bethesda,  MD  20892 

Interested  organizations  may  request  either  a streamlined  or  full  RFP  package.  If  no  selection  is  made,  a 
streamlined  version  of  the  RFP  will  be  provided.  This  includes  only  the  Statement  of  Work,  deliverable  and 
reporting  requirements,  special  requirements  and  mandatory  qualifications,  if  any,  and  technical  evaluation 
criteria.  After  examination  of  these  documents,  any  organization  interested  in  responding  to  this  RFP  must 
request  the  entire  RFP  in  writing,  by  telephone  or  by  FAX.  These  numbers  will  be  provided  with  the  streamlined 
version  of  the  RFP.  This  advertisement  does  not  commit  the  Government  to  award  a contract. 

DATOS  PSYCHIATRIC  COMORBIDITY  STUDY 

NIH  GUIDE.  Volume  22,  Number  11,  March  19,  1993 

RFP  AVAILABLE:  NIH-N01DA-3-6201 

P.T.  34;  K.W.  0404009 

National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  proposals  from  qualified  organizations  to  conduct  a 
large  scale,  complex  multi-year  study  of  comorbidity  and  impairment  among  drug  abuse  clients.  In  conducting 
this  study,  the  contractor  will  initiate  and  complete  a large  and  complex  program,  involving  assessment  of 
subjects  participating  in  the  Drug  Abuse  Treatment  Outcome  Study  (DATOS),  a NIDA-funded  prospective  multi-year 
study  conducted  under  a contract  with  the  Research  Triangle  Institute  (RTI).  The  study  will  involve  large-scale 
data  collection  of  diagnostic  information  from  clients/patients  entering  currently  available  drug  abuse 
treatments.  Major  goals  of  the  study  are  (1)  to  study  the  prevalence  of  comorbid  disorders  to  determine  the 
stability  of  psychiatric  diagnoses  in  a drug  addict  population,  and  (2)  to  determine  the  reliability  and 
validity  of  the  psychiatric  subscales  included  in  the  Drug  Abuse  Treatment  Outcome  Study  (DATOS)  instruments. 
It  is  anticipated  that  a three  year  cost- reimbursement  type  contract  will  be  awarded.  Estimated  issuance  date 
of  RFP  No.  N01DA-3-6201  is  March  22,  1993,  and  responses  are  due  to  be  received  in  the  Contracting  Office 
approximately  45  calendar  days  thereafter.  All  responsible  sources  may  submit  a proposal  that  will  be  considered 
by  the  agency.  Only  written  or  facsimile  requests  for  this  RFP  will  be  accepted. 

INQUIRIES 

Forward  all  requests  to: 

Ms.  Johnnie  L.  Rice,  Contract  Specialist 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10-49 
Rockville,  MD  20857 
FAX:  (301)  443-7595 

This  advertisement  does  not  commit  the  Government  to  make  an  award. 
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ANALYTICAL  CHEMISTRY  AND  STABILITY  TESTING  OF  TREATMENT  DRUGS 


NIH  GUIDE.  Volume  22,  Number  11,  March  19,  1993 
RFP  AVAILABLE:  N01DA-3-8301 
P.T.  34;  K.U.  1003008,  0404009,  0755060 
National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  proposals  from  qualified  organizations  having  the 
capability  to  develop  analytical  methods,  carry  out  quality  control  tests,  and  perform  stability  studies  for 
the  compounds  and  dosage  forms  to  be  used  in  the  medications  development  program.  The  development  of 
medications  for  the  treatment  of  drug  addiction  is  a major  mission  of  NIDA.  The  NIDA  has  been  providing 
potential  treatment  drugs  to  investigators  for  use  in  preclinical  toxicology  evaluation,  pharmacological 
studies,  and  clinical  trials.  The  treatment  drugs  include  both  bulk  drug  substances  (e.g.,  ibogaine, 
buprenorphine,  naltrindole)  and  dosage  forms  (e.g.,  buprenorphine  alcoholic  solution,  1 -alpha-acetylmethadol 
concentrate,  naltrexone  sustained-release  preparations).  These  drugs  are  acquired  by  the  Government  from 
private  industry.  Government  contractors/grantees,  or  independent  investigators.  In  order  to  ensure  the 
identity,  strength,  quality  and  purity  of  these  materials,  the  Government  has  been  performing  quality  control 
tests  before  distributing  them  to  the  research  community.  The  purpose  of  this  procurement  is  to  solicit  a 
contractor  to  develop  analytical  methods,  carry  out  quality  control  tests,  dosage  form  preparation,  and  perform 
stability  studies  for  the  compounds  and  dosage  forms  to  be  used  in  the  medications  development  program.  The 
offeror  is  required  to  submit  documentation  of  possession  of  a DEA  research  registration  for  Schedule  I and  II-V 
controlled  substances  with  their  response  to  the  Request  for  Proposal  (RFP) . 

It  is  estimated  that  the  RFP  will  result  in  a four-year  incrementally  funded  completion- type  contract  with  an 
option  for  a fifth  year,  as  well  as  options  for  additional  compound  analysis  and  testing.  Estimated  issuance 
date  of  RFP  No.  NO1DA-3-8301  is  March  22,  1993,  and  responses  are  due  to  be  received  in  the  Contracting  Officer 
45  calendar  days  thereafter.  Written  requests  for  copies  of  solicitations  will  be  honored  if  received  within 
twenty  calendar  days  after  issuance  of  the  solicitation.  Requests  received  after  this  period  will  be  filled 
on  a first-come,  first-served  basis  until  the  supply  is  exhausted;  however,  there  is  no  assurance  that  copies 
requested  after  the  twentieth  day  will  reach  the  requestor  before  the  due  date  for  receipt  of  responses. 

INQUIRIES 

Requests  are  to  be  forwarded  to: 

Brenda  Brooks,  Contract  Specialist 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10-49 
5600  Fishers  Lane 
Rockville,  MD  20857 

IN  VITRO  BIOGENIC  AMINE  RECEPTOR  TESTING  FOR  POTENTIAL  COCAINE  TREATMENT  MEDICATIONS 

NIH  GUIDE.  Volume  22,  Number  11,  March  19,  1993 
RFP  AVAILABLE:  NOlDA-3-8302 
P.T.  34;  K.U.  0760075,  0755010,  0404009 
National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  proposals  from  qualified  organizations  having  in-house 
capacity  to  perform  in  vitro  biogenic  amine  receptor  assays  to  systematically  define  biochemical  activities  of 
compounds  at  these  targets.  These  assays  will  be  utilized  to  characterize  potential  cocaine  abuse  treatment 
agents.  The  ability  of  these  compounds  to  bind  in  vitro  to  dopaminergic,  serotoninergic,  phencyclidine  (PCP) 
and  sigma  binding  sites  will  be  investigated.  The  in  vitro  functional  activity  (i.e.  agonist,  antagonist, 
partial  agonist)  of  these  compounds  at  dopamine  and  serotonin  sites  will  also  be  determined.  The  offeror  is 
required  to  submit  documentation  of  possession  of  a DEA  Registration  for  Schedules  II-V  controlled  substances 
with  their  response  to  the  Request  for  Proposal  (RFP).  In  addition,  the  contractor  must  be  able  to  obtain  a 
Schedule  I DEA  license. 

It  is  estimated  that  the  RFP  will  result  in  a three  and  one-half  year  incrementally  funded  completion- type 
contract  for  a specific  number  of  compounds,  with  options  for  additional  compound  testing.  Estimated  issuance 
date  of  RFP  No.  NOlDA-3-8302  is  March  22,  1993,  and  responses  are  due  to  be  received  in  the  Contracting  Office 
45  calendar  days  thereafter.  Requests  for  copies  of  solicitations  will  be  honored  if  received  within  twenty 
calendar  days  after  issuance  of  the  solicitation.  Requests  received  after  this  period  will  be  filled  on  a 
first-come,  first-served  basis  until  the  supply  is  exhausted.  However,  there  is  no  assurance  that  copies 
requested  after  the  twentieth  day  will  reach  the  requestor  before  the  due  date  for  receipt  of  responses. 

INQUIRIES 

Written  requests  are  to  be  forwarded  to: 

Brenda  Brooks,  Contract  Specialist 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10-49 
5600  Fishers  Lane 
Rockville,  MD  20857 
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ENVIRONMENTAL  FACTORS  AND  BREAST  CANCER  IM  HIGH-RISK  AREAS 


MI H GUIDE.  Volume  22,  Number  11,  March  19,  1993 
RFA  AVAILABLE:  CA/ES-93-24 

P.T.  34;  K.W.  0715035,  0725000,  0785055,  0411005,  0725020 
National  Cancer  Institute 

National  Institute  of  Environmental  Health  Sciences 

Letter  of  Intent  Receipt  Date:  April  16,  1993 
Appl  ication  Receipt  Date:  May  20,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Extramural  Programs  Branch,  Division  of  Cancer  Etiology,  National  Cancer  Institute  (NCI)  and  the  Division 
of  Extramural  Research  and  Training,  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  invites  grant 
applications  for  innovative  epidemiologic  studies  to  better  understand  the  etiology  of  breast  cancer  in  high 
risk  areas  including  Connecticut,  Delaware,  Maryland,  Massachusetts,  New  Hampshire,  New  Jersey,  New  York,  Rhode 
Island,  Vermont,  and  Washington,  DC.  These  studies  are  to  be  designed  to  take  known  risk  factors  into 
consideration  and  must  focus  on  markers  or  indicators  of  environmental  exposures  that  may  influence  geographic 
differences  in  rates  and  temporal  changes  in  incidence  and  mortality. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Environmental 
Factors  and  Breast  Cancer  in  High-Risk  Areas,  is  related  to  the  priority  area  of  cancer.  Potential  applicants 
may  obtain  a copy  of  a "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  non-profit  and  for-profit  institutions,  public  and  private,  such  as 
colleges,  universities,  hospitals,  research  laboratories,  units  of  State  and  local  governments,  and  eligible 
agencies  of  the  Federal  government.  Applications  from  or  involving  minority  institutions,  individuals,  and 
women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  be  supported  through  the  NIH  research  project  grants  (R01).  Awards  will  be  administered  under 
PHS  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement,  DHHS  Publication  No.  (OASH)  90-50,000,  revised 
October  1,  1990. 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that 
the  size  of  an  award  will  vary  also.  It  is  anticipated  that  the  average  award  will  be  approximately  $250,000 
total  costs. 

This  RFA  is  a one-time  solicitation.  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed 
project  will  be  solely  that  of  the  applicant.  The  total  project  period  for  applications  submitted  in  response 
to  the  present  RFA  may  not  exceed  four  years.  Competitive  continuation  applications  will  compete  with  cited 
applications  and  be  reviewed  by  a Division  of  Research  Grants  study  section. 

If  the  NCI  and  the  NIEHS  determine  that  there  is  a sufficient  continuing  program  need,  they  may  announce  a 
request  for  renewal  applications. 

FUNDS  AVAILABLE 

Approximately  $1.0  million  per  year  in  total  costs  for  four  years  will  be  committed  by  the  NCI  to  specifically 
fund  applications  which  are  submitted  in  response  to  this  RFA.  In  addition,  $250,000  will  be  committed  by  the 
NIEHS  to  fund  at  least  one  application.  The  expected  range  of  number  of  awards  is  three  to  five.  This  funding 
level  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although 
this  program  is  provided  for  in  the  financial  plan  of  the  NCI  and  the  NIEHS,  the  award  of  grants  pursuant  to 
this  RFA  are  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

This  RFA  responds  to  the  FY  1993  Senate  Appropriations  Subcommittee  Report  for  NIH  which  specifies  that  "NCI 
is  directed  to  conduct  a study  with  four  years  of  follow-up  to  determine  the  factors  contributing  to  the  high 
breast  cancer  mortality  rates  in  Connecticut,  Delaware,  Maryland,  Massachusetts,  New  Hampshire,  New  Jersey,  New 
York,  Rhode  Island,  Vermont,  and  Washington,  DC.  NCI  is  to  develop  a plan  for  conducting  the  study  and  provide 
it  to  the  House  and  Senate  Appropriations  Committees,  the  House  Committee  on  Energy  and  Human  Resources  and  the 
Senate  Committee  on  Labor  and  Human  Resources  by  July  1,  1993.  $1  million  is  provided  to  fund  this  study." 

This  RFA  encourages  applications  for  epidemiologic  studies  of  breast  cancer  that  include  assessment  of  markers 
or  indicators  of  environmental  or  occupational  exposures,  and  include  persons  residing  in  the  high-risk  areas 
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of  Connecticut,  Delaware,  Maryland,  Massachusetts,  New  Hampshire,  New  Jersey,  New  York,  Rhode  Island,  Vermont, 
and  Washington,  DC.  These  studies  are  to  be  designed  to  take  known  risk  factors  into  consideration  while 
focusing  on  environmental  exposures  that  may  account  for  geographic  differences  in  rates,  as  well  as  temporal 
changes  in  incidence  and  mortal i ty. Investigators  must  include  innovative  approaches  to  the  quantitation  of 
environmental  and/or  occupational  exposures  and  the  evaluation  of  biologic  levels  in  exposed  persons. 
Collaborations  of  multiple  disciplines  and  research  institutions  are  particularly  encouraged.  Whenever 
possible,  research  designs  should  make  use  of  existing  resources,  such  as  specimen  repositories. 

Investigators  may  propose  studies  for  evaluating  the  mechanisms  by  which  environmental,  nutritional,  or 
occupational  exposures  could  act  in  the  initiation  or  promotion  of  breast  cancer,  such  as  through  effects  on 
hormonal  or  metabolic  pathways.  Projects  should  be  proposed  as  traditional  ROIs.  Proposals  may  build  upon 
ongoing  research  projects,  utilizing  already  collected  specimens  or  epidemiologic  data. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  FEMALES  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  requested  to  submit  by  April  16,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  names 
of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which 
the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows 
NCI  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  review.  The  letter 
of  intent  is  to  be  sent  to  Dr.  A.R.  Patel  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91)  available  at  most  institutional  offices  of 
sponsored  research  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes 
of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/496-7441.  The  format  and  instructions 
applicable  to  regular  research  grant  applications  must  be  followed. 

Applications  must  be  received  by  May  20,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned  without  review.  If  the  application  submitted  in  response  to  this  RFA  is  substantially  similar  to  a 
research  grant  application  already  submitted  to  the  NIH  for  review,  but  has  not  yet  been  reviewed,  the  applicant 
will  be  asked  to  withdraw  either  the  pending  application  or  the  new  one.  Simultaneous  submission  of  identical 
applications  will  not  be  allowed,  nor  will  essentially  identical  applications  be  reviewed  by  different  review 
committees.  Therefore,  an  application  cannot  be  submitted  in  response  to  this  RFA  that  is  essentially  identical 
to  one  that  has  already  been  reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions  of 
applications  already  reviewed,  but  such  applications  must  include  an  introduction  addressing  the  previous 
critique. 

REVIEW  CONSIDERATIONS 

Review  criteria  for  RFAs  are  the  same  as  those  for  unsolicited  research  grant  applications. 

AWARD  CRITERIA 

The  earliest  anticipated  date  of  award  is  September  30,  1993. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

A.R.  Patel,  Ph.D.  or  Kumiko  Iwamoto,  M.D. 

Division  of  Cancer  Etiology 
National  Cancer  Institute 
6130  Executive  Boulevard 
Executive  Plaza  North,  Suite  535 
Rockville,  MD  20892 
Telephone:  (301)  496-9600 

Dr.  William  A.  Suk 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  health  Sciences 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-0797 
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Direct  inquiries  regarding  fiscal  matters  to: 


Ms.  Katherine  Schulze 

Grants  Administration  Branch 

National  Cancer  Institute 

6120  Executive  Boulevard 

Executive  Plaza  South,  Suite  243 

Rockville,  MD  20892 

Telephone:  (301)  496-7800,  ext.  16 

Mr.  David  L.  Mineo 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.393  and  93.894.  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  System  Agency  review. 

TUBERCULOSIS:  PREVENTION  AND  ADHERENCE  INTERVENTIONS 

NIH  GUIDE.  Volume  22,  Number  11,  March  19,  1993 
RFA  AVAILABLE:  NR-93-004 

P.T.  34;  K.W.  0715165,  0755030,  0745027,  0745070 

National  Center  for  Nursing  Research 

Letter  of  Intent  Receipt  Date:  May  3,  1993 
Application  Receipt  Date:  June  22,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Center  for  Nursing  Research  (NCNR)  invites  submissions  of  research  grant  applications  to 
investigate  strategies  to  help  persons  with  or  at  risk  of  tuberculosis  (TB)  to  understand  the  disease  and  its 
etiology,  methods  of  transmission  and  control,  and  the  importance  of  early  and  complete  treatment.  The  purpose 
of  this  RFA  is  to  develop  and  test  interventions  with  a goal  of  (1)  minimizing  TB  exposure,  (2)  increasing 
awareness  of  signs  and  symptoms  of  TB  infection,  or  (3)  promoting  the  correct  use  of  prophylaxis,  treatment  and 
respiratory  precautions. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Tuberculosis: 
Prevention  and  Adherence  Interventions,  is  related  to  the  priority  areas  of  immunization  and  infectious  disease. 
Potential  applicants  may  obtain  a copy  of  the  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0 
or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (ROD.  Responsibility  for 
the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total 
project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  three  years.  This  RFA 
is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with  all 
investigator- initiated  applications  and  be  reviewed  according  to  the  customary  peer  review  procedures.  Because 
the  nature  and  scope  of  the  research  proposed  may  vary,  it  is  anticipated  that  the  size  of  the  award  will  vary 
also.  The  anticipated  average  direct  cost  award  per  year  will  range  from  $150,000  to  $180,000.  The  anticipated 
award  date  will  be  September  30,  1993. 

FUNDS  AVAILABLE 

Approximately  $500,000  in  total  costs  for  the  first  year  will  be  committed  to  specifically  fund  applications 
submitted  in  response  to  this  RFA.  It  is  anticipated  that  two  to  three  applications  will  be  funded  for  a three 
year  period. 
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RESEARCH  OBJECTIVES 


The  goal  of  this  initiative  is  to  stimulate  research  testing  nursing  interventions  designed  to  increase 
awareness  of  tuberculosis  risk,  prevention  of  transmission,  and  compliance  with  therapeutic  regimens. 

Examples  of  studies  that  would  meet  this  objective  include,  but  are  not  limited  to: 

o the  development  of  innovative  educational  strategies  using  biological  and  behavioral  outcome  measures  to 
reach  populations  with  high  disease  prevalence 

o the  development  and  testing  of  strategies  that  enable  health  professionals  to  target  efforts  to  address 
personal,  social,  or  cultural  barriers  to  adherence 

o the  testing  of  adherence  interventions  such  as  incentives,  enablers,  or  regimen-tai loring  strategies  that 
promote  correct  use  of  prevention  precautions  or  treatment  medications. 

Of  special  concern  with  this  initiative  are  the  populations  highly  vulnerable  to  tuberculosis:  HIV- infected, 
institutionalized,  immigrant,  economically  disadvantaged,  and  homeless  persons.  The  design  and  implementation 
of  the  intervention  strategies  must  address  the  unique  characteristics  of  the  target  population. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  May  1,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities 
of  other  key  personnel  and  consultants,  the  participating  institutions,  and  the  number  and  title  of  the  RFA  in 
response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows 
NCNR  staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review.  The 
letter  of  intent  is  to  be  sent  to: 

Ethel  B.  Jackson,  D.D.S. 

Chief,  Office  of  Scientific  Review 
National  Center  for  Nursing  Research 
Building  31,  Room  5B25 
Bethesda,  MD  20892 
Telephone:  (301)  496-0472 
FAX:  (301)  480-4969 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  June  22,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned.  The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants. 
These  forms  are  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda, 
MD  20892,  telephone  301/496-7441. 

REVIEU  CONSIDERATIONS 

Applications  will  be  evaluated  according  to  the  review  criteria  stated  in  the  RFA  for  scientific  and  technical 
merit  by  an  appropriate  peer  review  group  convened  by  the  Office  of  Review,  National  Center  for  Nursing 
Research.  Applications  may  be  subjected  to  triage  by  peer  review  group  to  determine  their  scientific  merit 
relative  to  the  other  applications  received  in  response  to  this  RFA.  Criteria  for  triage  will  be  the  same  as 
those  noted  in  the  RFA.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  Council  for 
Nursing  Research. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  September  30,  1993.  Decisions  to  make  awards  are  based  on  the  scientific  merit 
of  the  application  reflected  in  the  priority  score,  availability  of  funds  within  NCNR  for  this  purpose,  and  NCNR 
research  program  priorities. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  a.re  encouraged.  NCNR  program  staff  welcome  the  opportunity 
to  clarify  any  issues  or  questions  from  potential  applicants. 
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Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

June  R.  Lunney,  Ph.D.,  R.N. 

Acute  and  Chronic  Illness  Branch 
National  Center  for  Nursing  Research 
Westwood  Building,  Room  754 
Bethesda,  MD  20892 

Telephone:  (301)  402-3290  ((301)  594-9606  after  03/25/93) 

Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 

Sally  A.  Nichols 
Grants  Management  Officer 
National  Center  for  Nursing  Research 
Westwood  Building,  Room  748 
Bethesda,  MD  20892 

Telephone:  (301)  496-0237  ((301)  594-9615  after  03/25/93 

MENTAL  RETARDATION  RESEARCH  CENTERS 

NIH  GUIDE.  Volume  22,  Number  11,  March  19,  1993 

RFA  AVAILABLE:  HD-94-03 

P.T.  04;  K.W.  0715130,  0745027,  0745070,  0710030 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  April  16,  1993 
Application  Receipt  Date:  July  16,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD),  through  the  Mental  Retardation  and 
Developmental  Disabilities  (MRDD)  Branch,  Center  for  Research  for  Mothers  and  Children  (CRMC),  invites  research 
center  core  grant  applications  (P30)  to  develop  new  knowledge  in  the  field  of  prevention,  treatment,  and 
amelioration  of  mental  retardation  and  developmental  disabilities.  Three  centers  may  be  supported  in  response 
to  this  announcement. 

The  primary  objective  of  the  NICHD  Mental  Retardation  Research  Centers  (MRRCs)  is  to  provide  support  and 
facilities  for  a cohesive,  interdisciplinary  program  of  research  and  research  training  in  mental  retardation 
and  related  aspects  of  human  development. 

The  NICHD  has  supported  MRRCs  through  the  provision  of  core  grants  (P30)  that  facilitate  program  coordination 
and  support  central  research  core  facilities.  Funds  for  the  research  projects  using  these  core  units  come  from 
independent  sources  including  Federal,  State  and  private  organizations.  This  announcement  seeks  applications 
from  existing  MRRCs  and  from  other  institutions  that  have  a comparable  concentration  of  research  in  mental 
retardation. 

A major  goal  of  the  MRDD  Branch's  research  program  is  to  prevent  and/or  ameliorate  mental  retardation.  In 
general,  the  degree  of  impairment  associated  with  mental  retardation  varies  in  relation  to  the  cause.  Moderate 
and  more  severe  mental  retardation  often  results  from  problems  that  produce  profound  alterations  in  brain 
development  and/or  function.  Diminished  intellectual  and  adaptive  capacity  can  often  be  traced  to  defective 
genes,  teratogenic  agents,  infections,  nutritional  deficits,  accidents,  diseases  and  other  disorders  causing 
brain  damage.  A larger  proportion  of  cases  of  mentat  retardation  is  related  to  environmental  conditions  and 
disorders  of  unknown  etiology.  These  complex  problems  require  integrated  multidisciplinary  approaches  involving 
biomedical  and  behavioral  sciences  in  a variety  of  settings. 

The  purpose  of  a Mental  Retardation  Research  Center  is  to  provide  a research  environment  that  facilitates 
interdisciplinary  collaboration  among  investigators  who  are  working  in  areas  of  relevance  to  the  prevention  and 
amelioration  of  mental  retardation.  Such  research  will  cover  a broad  spectrum  of  scientific  approaches  ranging 
from  laboratory  research  on  fundamental  processes  of  abnormal  development  to  clinical  and  educational  research 
in  which  persons  with  mental  retardation  are  studied. 

It  is  thought  that  major  solutions  to  the  problems  of  mental  retardation  may  be  found  as  a result  of 
multidisciplinary  collaboration  involving  a variety  of  approaches  in  the  MRRCs.  As  a result  of  the 
administrative  and  scientific  organization  within  an  MRRC  and  across  the  network  of  MRRCs,  opportunities  for 
breakthroughs  will  be  enhanced. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Mental  Retardation 
Research  Centers,  is  related  to  several  priority  areas  including  nutrition,  alcohol  and  other  drugs,  mental 
health  and  mental  disorders,  environmental  health,  maternal  and  fetal  health,  HIV  infection,  and  immunization 
and  infectious  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock 
No.  017-011-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  11  - March  19,  1993 

10 


ELIGIBILITY  REQUIREMENTS 


Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  and  units  of  State  and  local  governments.  As  stated  in  the 
NICHD  Center  Guidelines,  the  NICHD  will  not  support  more  than  one  center  grant  (P30,  P50)  in  a given  department 
or  specialty  unit. 

MECHANISM  OF  SUPPORT 

Mental  Retardation  Research  Center  grants  will  be  supported  through  the  customary  grant-in-aid  mechanism.  The 
application  should  be  prepared  in  a manner  consistent  with  the  general  guidelines  presented  in  the  publication, 
P30  CENTER  CORE  GRANT  GUIDELINES,  which  are  available  from  the  NICHD  office  listed  below.  Awards  will  be  made 
for  a period  of  five  years.  To  be  eligible  for  award  as  an  MRRC,  the  Center  must  provide  core  support  for  a 
minimum  of  10  projects  funded  from  non-university  sources. 

The  cost  of  a center  will  be  a material  consideration  in  the  selection  of  applications  for  funding.  The  total 
direct  costs  requested  for  the  first  year  of  a new  Center  Core  Grant  (P30)  may  not  exceed  $500,000.  Renewal 
applications  from  existing  P30  Centers  may  request,  but  not  exceed,  initial  year  direct  costs  of  up  to  120 
percent  of  the  Notice  of  Grant  Award  level  of  direct  costs  for  the  final  year  of  the  preceding  project  period, 
or  $500,000  direct  costs,  whichever  is  greater.  Budgets  of  applications  for  new  and  renewal  support  will  be 
stringently  reviewed  within  these  guidelines.  Applications  with  budget  requests  exceeding  these  guidelines  will 
be  returned  to  the  applicant  without  review. 

FUNDS  AVAILABLE 

This  is  the  sixth  in  a series  of  annual  announcements.  Plans  are  to  make  three  awards  in  fiscal  year  1994. 
The  estimated  funds  available  for  the  first  year  of  support  for  the  entire  program  is  $2.4  million  total  costs. 

This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific 
merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  N1EHS,  awards  pursuant  to  this  RFA 
are  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

MRRC  core  grants  are  intended  to  bring  together  in  a center  a variety  of  disciplines  to  work  on  the  common 
problems  of  mental  retardation.  Consequently,  applications  for  Mental  Retardation  Research  Center  Core  Grants 
(P30)  should  include  investigators  studying  a range  of  topics  in  basic  and  clinical  or  applied  research. 
Applicants  are  encouraged,  but  are  not  required,  to  include  both  biomedical  and  behavioral  components  from  among 
the  following  topics: 

1.  Developmental  neurobio logical  studies  relevant  to  MRDD. 

2.  Inborn  errors  of  metabolism  relevant  to  MRDD. 

3.  Genetic/cytogenetic  disorders  associated  with  MRDD. 

4.  Molecular  biology;  development  of  animal  models. 

5.  Toxicology  and  physical  environmental  factors  in  the  etiology,  treatment  and  prevention  of  MRDD. 

6.  Intellectual,  behavioral,  physical  and  the  intergenerational  effects  of  malnutrition. 

7.  Developmental  pharmacology  and  psychopharmacology. 

8.  Infectious  diseases  in  the  etiology,  prevention  and  treatment  of  MRDD. 

9.  Diagnosis:  identification  of,  and  early  intervention  for,  infants  and  children  at  risk  to  develop  MRDD. 

10.  Perinatal  problems  associated  with  MRDD. 

11.  Psychobiological  processes  in  MRDD. 

12.  Psychological  processes  in  MRDD. 

13.  Behavioral  analysis  of  individuals  with  MRDD. 

14.  Family  and  community  studies. 

15.  Language  and  communication  studies. 

16.  Learning  disabilities,  dyslexia,  and  attention  deficit  disorder. 

17.  Behavior  in  residential,  educational,  and  occupational  settings. 

18.  Socioeconomic  status,  ethnicity,  and  ecological  processes. 

19.  Epidemiology  of  MRDD. 

20.  Behavior  and  life-styles  that  could  affect  mortality  and  morbidity. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

If  an  investigator  is  satisfied  that  his/her  institution  meets  the  qualifications  prescribed  and  elects  to  apply 
for  a Mental  Retardation  Research  Center  grant  (P30),  a letter  of  intent  may  be  submitted,  by  April  16,  1993. 
The  letter  of  intent  should  include  a descriptive  title,  the  name,  address,  and  telephone  number  of  the 
Principal  Investigator,  the  names  of  other  key  personnel  and  participating  institutions,  the  core  unit  directors 
and  Principal  Investigators  of  the  research  projects  that  would  use  the  core  units,  and  the  number  and  title 
of  the  RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  evaluating  relevance  to  MRDD  and  in  planning  for 
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the  review  of  applications. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Felix  F.  de  la  Cruz  at  the  address  listed  under  INQUIRIES. 
APPLICATION  PROCEDURES 

The  applicant  is  to  submit  the  application  using  PHS  398  (rev.  9/91).  Application  kits  containing  this  form 
and  the  necessary  instructions  are  available  in  most  institutional  offices  of  sponsored  research  and  may  be 
obtained  from  the  Office  of  Grant  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health, 
Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/496-7441.  The  NICHD  recommends  that  the 
application  be  developed  in  consultation  with  the  MRDD  Program  staff,  CRMC,  who  will  provide  whatever  guidance 
is  possible  and  appropriate  in  relation  to  both  scientific  and  administrative  issues.  The  completed  application 
must  be  received  by  the  Division  of  Research  Grants  by  July  16,  1993. 

REVIEW  CONSIDERATIONS 

Applications  received  in  response  to  this  RFA  will  be  reviewed  with  each  other  on  a nationwide  competitive 
basis.  The  initial  review  for  scientific  merit  will  be  carried  out  by  the  NICHD  Mental  Retardation  Research 
Committee  (MRRC)  at  its  March  1994  meeting.  Because  a site  visit  is  not  a prerequisite  for  MRRC  consideration, 
each  application  should  be  thorough  and  complete  enough  to  stand  on  its  own.  The  second-level  review  will  be 
made  by  the  National  Advisory  Child  Health  and  Hunan  Development  Council  at  its  June  1994  meeting.  The  earliest 
possible  funding  will  be  August  1994. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

Felix  F.  de  la  Cruz,  M.D.,  M.P.H. 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

6100  Executive  Boulevard,  Room  4B-09 

Bethesda,  MD  20892 

Telephone:  (301)  496-1383 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Edgar  D.  Shawver 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8A-17 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  13.865  Research  for  Mothers  and 
Children.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law 
78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and 
Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

TRANSGENIC  MOUSE  SPERM  CRYOPRESERVAT I ON 

NIH  GUIDE.  Volume  22,  Number  11,  March  19,  1993 

RFA  AVAILABLE:  HD-93-13 

P.T.  34;  K.W.  0755050,  0780005 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  July  1,  1993 
Application  Receipt  Date:  August  19,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  invites  research  grant  applications  for 
the  support  of  investigations  into  the  basic  cryobiology  of  mouse  sperm,  which  may  lead  to  improved  methods  of 
cryopreservation  of  transgenic  material  in  mouse  sperm.  Two  NIH  conferences  have  recommended  that  cryopreserved 
mouse  sperm  be  explored  as  a repository  for  transgenic  material. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Transgenic  Mouse 
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Sperm  Cryopreservation,  is  related  to  the  priority  area  of  family  planning.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 

Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private.  Minority 
individuals,  persons  with  disabilities,  and  women  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  NIH  individual  research  grant  (R01).  Responsibility  for  the  planning,  direction,  and 
execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project  period  for 
applications  submitted  in  response  to  the  present  RFA  may  not  exceed  five  years.  The  earliest  expected  award 
date  is  April  1,  1994. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with 
all  investigator-initiated  applications  and  be  reviewed  according  to  the  customary  peer  review  procedures. 

FUNDS  AVAILABLE 

It  is  expected  that  up  to  four  new  applications  will  be  funded,  within  the  total  cost  limit  of  $400,000 
available  for  the  first  year.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of 
applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  the 
NICHD,  awards  pursuant  to  this  RFA  are  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

It  is  the  intent  of  this  RFA  to  support  research  on  basic  cryobiology  of  mouse  sperm,  with  particular  emphasis 
upon  those  physiological  aspects  that  are  substantially  related  to  the  cryobiological  properties  of  these  cells. 
It  is  expected  that  responsive  applications  would  not  only  conduct  cryobiological  experiments  on  mouse  sperm, 
but  also  conduct  assessments  of  viability  and/or  biological  function. 

For  the  purpose  of  this  RFA,  basic  physiology  of  mouse  sperm  related  to  cryobiology  would  include,  but  not  be 
limited  to,  the  following  topics,  as  they  apply  to  cryopreservation  research: 

o Osmotic  and  hydrologic  properties 
o Membrane  physiology 
o Organelle  physiology 
o Intracellular  biochemistry 

Assessments  of  potentially  enhanced  viability  and  biological  function  of  thawed,  cryopreserved,  mouse  sperm 
would  include,  but  not  be  limited  to,  the  following  monitoring  parameters: 

o Acrosome  reaction 
o Motility 

o Fertilizing  ability 
o Pregnancy  outcome 
o Chromosomal  or  genetic  integrity 

LETTER  OF  INTENT 

Prospective  applicants  are  strongly  encouraged,  but  not  required,  to  submit,  by  July  1,  1993,  a letter  of  intent 
that  includes  a descriptive  title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the 
Principal  Investigator,  the  identities  of  other  key  personnel  and  participating  institutions,  and  the  number 
and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Donna  L.  Vogel  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms 
are  available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  (301)  496-7441. 

Applications  must  be  received  by  August  19,  1993.  Late  applications  will  be  returned  to  the  applicant. 
REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NICHD  staff  for  completeness  and  responsiveness.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not 
responsive  to  the  RFA,  it  will  be  returned  to  the  applicant,  who  may  then  submit  it  to  DRG  for  review  in 
competition  with  unsolicited  applications  at  the  next  available  review  cycle. 

Responsive  applications  may  be  triaged  by  a peer  review  group  to  determine  their  relative  competitiveness.  The 
NIH  will  withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify 
the  applicant  Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive 
will  undergo  further  evaluation  for  scientific  merit.  Those  applications  that  are  complete  and  responsive  will 
be  evaluated  in  accordance  with  the  criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer 
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review  group  convened  by  the  NICHD.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  Child 
Health  and  Human  Development  (NACHHD)  Council. 

AWARD  CRITERIA  \ 

The  anticipated  date  of  award  is  April  1,  1994.  Funding  decision  will  be  based  on  peer  review  and  NACHHD  Council 
recommendations,  program  relevance,  and  availability  of  funds.  In  some  cases,  if  the  proposed  research  has 
relevance  to  the  research  programs  of  the  National  Center  for  Research  Resources  (NCRR)  as  well  as  the  NICHD, 
the  application  may  be  dually  assigned  to,  and  considered  for  funding  by,  the  NCRR.  Any  such  assignment  will 
be  made  independently  of  peer  review  procedures. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  scientific  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

Donna  L.  Vogel,  M.D.,  Ph.D 
Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 

Building  61E,  Room  8B01 

Bethesda,  MD  20892 

Telephone:  (301)  496-6515 

FAX:  (301)  496-0962 

Direct  inquiries  regarding  fiscal  matters  to: 

Melinda  Nelson 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
Building  61E,  Room  8B17 
Bethesda,  MD  20892 
Telephone:  (301)  496-5481 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.864,  Population  Research.  Awards 
are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12374  or  Health  Systems  Agency  review. 

ONGOING  PROGRAM  ANNOUNCEMENTS 

PSYCHOSOCIAL  GERIATRICS  RESEARCH:  HEALTH  BEHAVIORS  AND  AGING 

NIH  GUIDE.  Volume  22,  Number  11,  March  19,  1993 
PA  NUMBER:  PA-93-064 

P.T.  34;  K.W.  0710010,  0404000,  0745027,  0745035,  0745070 

The  National  Institute  on  Aging 

PURPOSE 

The  National  Institute  on  Aging  (NIA)  invites  qualified  researchers  to  submit  applications  for  research  and 
research  training  on  those  health-related  behaviors  and  attitudes  of  older  adults,  their  families,  and 
significant  others,  that  can  affect  health  and  functioning  as  people  grow  older.  Studies  are  sought  that  extend 
scientific  understanding  of  how  older  adults'  health  behaviors  and  attitudes  develop  under  varying  social 
conditions;  how  they  relate  to  health  promotion  and  disease  prevention,  care  and  treatment  of  disease, 
rehabilitation  or  death;  and  how  they  can  be  modified  as  relevant  new  scientific  knowledge  is  developed. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement 
(PA),  Psychosocial  Geriatrics  Research:  Health  Behaviors  and  Aging,  is  related  to  the  priority  area  of 
aged-related  objectives  for  older  adults.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full 
Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone 
202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 
Foreign  institutions  may  apply  for  National  Research  Service  Training  Awards  (F32,  F33)  only  if  the  applicant 
is  a U.S.  citizen  or  resident  alien.  Applicants  for  K04,  F32,  and  F33  awards  must  be  U.S.  citizens  or  resident 
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aliens.  Foreign  institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST) 
(R29)  awards. 

MECHANISMS  OF  SUPPORT 

The  mechanisms  of  support  for  this  program  are: 

o Research  grant  (R01):  the  anticipated  average  award  (direct  costs)  is  $150,000  per  year, 
o FIRST  (R29)  award 
o Conference  grant  (R13) 
o Research  Career  Development  Award  (K04) 
o Fellowships  (F32,  F33) 

Deadlines  for  applications  are  as  follows: 

F-series  grants:  Apr  5,  Aug  5,  and  Dec  5 

New  R and  K-series  grants:  Feb  1,  Jun  1,  and  Oct  1 

Competing  continuation  and  revised  grants:  Mar  1,  Jul  1,  and  Nov  1 

RESEARCH  OBJECTIVES 

A variety  of  studies  in  the  United  States  and  other  countries  have  demonstrated  the  importance  of  social  and 
behavioral  factors  in  the  causes,  prevention,  diagnosis,  treatment,  and  recovery  from  illness  in  later  life, 
as  well  as  in  the  maintenance  of  health  over  the  life  course.  An  often  quoted  report  from  the  Surgeon  General 
states  that  society  will  achieve  its  health  goals  primarily  through  changes  in  behavior.  To  specify  such  a 
global  statement,  research  is  needed  in  several  areas  such  as:  (1)  the  identification  and  distribution  of 
psychosocial  risk  factors  (e.g.,  psychosocial  epidemiology),  (2)  the  development,  maintenance,  and  change  of 
health-related  behaviors,  (3)  the  basic  biobehavioral  mechanisms,  (4)  the  behavioral  and  social  interventions 
to  prevent  and  treat  illness  or  to  promote  health,  and  (5)  the  effects  of  health  upon  behavior. 

Psychosocial  geriatrics  research  addresses  these  issues  by  undertaking  the  development  and  integration  of 
social/behavioral  and  biomedical  science  knowledge  relevant  to  health  promotion  and  the  prevention  and  treatment 
of  disease  in  the  middle  and  later  years.  The  pathways  linking  health  and  behavior  are  of  special  concern, 
including  the  sociocultural  environment  (e.g.,  health  and  social  policies),  psychosocial  mediators  (e.g., 
reactions  to  illness,  sense  of  control,  stress,  coping)  and  physiological  mediators  (e.g,  neuroendocrine  or 
immune  functioning). 

Research  on  the  full  range  of  health  and  illness  behaviors  are  relevant  to  this  announcement.  Health  behaviors 
include  self  care,  informal  or  lay  care,  and  formal  care  taken  to  improve  health  and  functioning  of  people  as 
they  grow  older.  Illness  behaviors  are  concerned  with  how  older  individuals  monitor  their  bodily  functioning; 
how  they  define  and  interpret  symptoms  perceived  as  abnormal;  whether  they  consult  with  non-professionals, 
relatives,  and  friends;  whether  they  take  or  fail  to  take  remedial  action,  utilize  formal  health-care  systems, 
or  comply  with  prescribed  regimens;  and  how  they  approach  death. 

The  following  are  offered  as  illustrations  of  appropriate  topics  for  research.  Accepted  referral  guidelines 
will  be  followed  in  assigning  applications  to  NIA  or  to  other  Institutes.  Applications  need  not,  however,  be 
limited  to  these  issues. 

o Nature  and  Distribution  of  Health  Behaviors  and  Attitudes 

How  do  attitudes  and  behavior  change  as  people  age?  How  and  under  what  specific  conditions  do  the  health 
behaviors,  attitudes,  beliefs,  and  knowledge  of  older  people  vary  by  sex,  education,  race,  or  ethnic  background? 
How  do  they  vary  from  one  type  of  society  to  another?  Or  from  one  cohort  to  another  as  society  changes? 

How  are  particular  health  behaviors  and  attitudes  of  older  people  derived  from  cultural  explanations  of 
symptoms?  From  popular  stereotypes  of  inevitable  aging  decline?  From  their  earlier  illness  experience?  From 
their  intuitive  models  of  their  own  bodily  functioning?  From  the  mass  media? 

How  do  social  conditions  and  social  relationships  at  work,  in  the  family,  and  in  the  community  influence  the 
development  and  maintenance  of  health  behaviors  and  attitudes  as  people  grow  older? 

o Relation  between  Health  Attitudes  and  Behaviors 

How  do  older  people's  beliefs  about  the  nature  of  particular  illnesses  affect  the  preventive  behaviors  in  which 
they  engage?  How  do  self  assessments  of  their  health  affect  their  behavioral  functioning  in  activities  of  daily 
life? 

How  and  to  what  extent  can  awareness  of  healthful  practices  be  converted  into  sustained  health  behaviors? 

How  do  older  people's  use  of  self  care  and  reliance  on  family  or  significant  others  increase  or  reduce  their 
demand  for  formal  health  care  services? 

o Linkages  between  Health  Behaviors  and  Attitudes  and  Health-related  Outcomes 

What  psychological  mechanisms  (e.g.,  self-esteem,  sense  of  personal  control,  forms  of  coping)  link  particular 
health  behaviors  and  attitudes  to  functional  health  or  disease  outcomes  in  old  age? 

What  biological  mechanisms  and  age-related  changes  (e.g.,  in  neural,  immunological,  endocrine,  and  other 
physiological  systems)  link  particular  health  behaviors  and  attitudes  to  functioning  health  or  disease  outcomes 
in  old  age? 
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What  social  and  behavioral  interventions  can  increase  older  people's  health  promoting  attitudes  and  behaviors 
and  improve  their  health  and  functioning? 

o Methodological  issues 

What  measures  of  health  behaviors  and  attitudes  can  be  devised  to  improve  predictions  of  health  outcomes  of 
older  patients?  How  well  do  behavioral  measures,  as  compared  with  conventional  biological  indicators,  predict 
health  outcomes?  How  can  measures  of  health  quality  of  life  be  adapted  for  use  in  cognitively  or  physically 
ill  older  populations? 

How  can  multivariate  methods  of  longitudinal  and  cohort  analysis  be  used  to  study  age-related  changes  and 
stabilities  in  health  attitudes  and  behaviors  as  they  relate  to  health  outcomes? 

How  can  methods  currently  used  in  other  areas  of  behavioral  research  (e.g.,  in  communications  research  or 
operant  conditioning)  be  adapted  for  modifying  older  people's  health  behaviors  and  attitudes? 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However, 
NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation 
of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies 
on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 

results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 

in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 

to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applicants  are  to  use  the  research  grant  application  form  PHS  398  (rev.  9/91)  for  research  project  grants  and 
PHS  416-1  (rev.  10/91)  for  Individual  Fellowships.  Applications  are  available  at  most  institutional  offices 
of  sponsored  research  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes 
of  Health,  Westwood  Building,  Room  240,  Bethesda,  MD  20892,  telephone  301-496-7441.  Complete  item  2a  on  the 
face  page  of  the  application  indicating  that  the  application  is  in  response  to  this  announcement  and  print  (next 
to  the  checked  box)  Psychosocial  Geriatrics  Research:  Health  Behaviors  and  Aging. 

Five  legible  copies  and  the  original  must  be  mailed  when  using  the  PHS  398  application.  The  original  and  two 
legible  copies  must  be  mailed  when  using  the  PHS  416-1  application.  The  original  and  all  copies  must  be  mailed 
to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 
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REVIEW  CONSIDERATIONS 


Applications  will  be  assigned  to  the  appropriate  group  for  initial  review  in  accordance  with  the  usual  PHS  peer 
review  procedures.  The  review  criteria  are  the  traditional  considerations  underlying  scientific  merit. 
Applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate  initial  review  group; 
second-level  review  will  be  by  the  appropriate  national  advisory  council.  Second-level  review  of  individual 
fellowship  applications  will  be  conducted  by  the  appropriate  Institute  Executive  Group.  Applications  compete 
on  the  basis  of  scientific  merit. 

AUARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications  assigned  to  the  NIA.  The 
following  will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

The  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  Marcia  G.  Ory 

Behavioral  And  Social  Research  Program 
National  Institute  on  Aging 
Gateway  Building,  Room  2C234 
Bethesda,  MD  20892 
Telephone:  (301)  496-3136 

Other  Interests  in  This  Research  Area 

Other  PHS  institutes  and  agencies  are  also  interested  in  research  dealing  with  health-related  behaviors  and 
attitudes  of  older  adults,  their  families,  and  significant  others,  that  can  affect  health  and  functioning  as 
people  grow  older,  including  the  Agency  for  Health  Care  Policy  Research,  the  National  Center  for  Nursing 
Research,  the  National  Institute  of  Mental  Health,  and  the  General  Clinical  Research  Centers  Program  (GCRC). 

The  GCRC  Program  supports  inpatient  and  outpatient  research  facilities,  along  with  specially  trained  research 
nurses,  research  dietitians  and  other  paraprofessionals  to  host  medical  research,  including  research  on 
behavioral  aspects  of  aging.  Additionally,  most  GCRCs  are  equipped  with  computerized  data  management 
capabilities,  as  well  as  with  biostatisticians.  Applicants  from  institutions  that  have  a GCRC  funded  by  the 
NIH  National  Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the 
proposed  research.  If  so,  a letter  of  agreement  from  either  the  GCRC  program  di rector  or  Principal  Investigator 
could  be  included  with  the  application. 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Linda  Whipp 
Grants  Management  Office 
National  Institute  on  Aging 
Gateway  Building,  Room  2N212 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.866,  Aging  Research.  Awards  are 
made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by 
Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42 
CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

References 

Background  readings  useful  for  exploring  this  area  of  psychosocial  geriatrics  research  include  the  following: 

Ory,  MG,  Abeles,  RP,  and  Lipman,  PD.  (Eds.)  1992.  Aging,  Health,  and  Behavior.  Newbury  Park,  CA:  Sage 
Publication,  Inc. 

Riley,  MW,  Matarazzo,  JD,  and  Baum,  A.  (Eds.)  1987.  Perspectives  in  Behavioral  Medicine:  The  Aging  Dimension. 
Hillandale,  NJ:  Lawrence  Erlbaum. 

U.  S.  Department  of  Health  and  Human  Services.  1990.  Promoting  Health/Preventing  Disease:  Year  2000  Objectives 
for  the  Nation.  Washington,  DC:  Government  Printing  Office. 
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NUTRIENT  ANTIOXIDANTS.  CELLULAR  METABOLISM  AND  FUNCTION 
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PA  NUMBER:  PA-93-065 

P.T.  34;  K.W.  0710095,  1002004,  0765020 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
PURPOSE 

The  purpose  of  this  Program  Announcement  (PA)  is  to  encourage  research  grant  applications  related  to  nutrient 
antioxidants,  their  roles  and  interactions  in  cellular  mechanisms,  and  their  protection  against  cellular  damage. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieve  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS  led  national  activity  for  setting  priority  areas.  This  PA,  Nutrient 
Antioxidants,  Cellular  Metabolism  and  Function,  is  related  to  the  priority  area  of  diabetes  and  other  chronic 
disorders.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 

Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Foreign  institutions  are  not  eligible  for  First  Independent 
Research  Support  and  Transition  (FIRST)  (R29)  awards.  Applications  from  minority  individuals  and  women  are 
encouraged. 

MECHANISMS  OF  SUPPORT 

Support  of  this  program  will  be  primarily  by  research  project  grants  (R01)  and  FIRST  awards  (R29).  Deadlines 
for  new  grants  are  February  1,  June  1,  and  October  1,  and  for  competing  and  revised  grants  are  March  1,  July 
1,  and  November  1.  Because  the  nature  and  scope  of  the  research  applications  submitted  in  response  to  this 
Program  Announcement  may  vary,  it  is  anticipated  that  the  size  of  award  will  vary  also;  however,  the  average 
size  is  estimated  to  be  approximately  $200,000,  total  costs. 

RESEARCH  OBJECTIVES 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  supports  basic  and  clinical  studies 
related  to  the  requirements,  bioavailability,  and  metabolism  of  nutrients  and  other  dietary  components  at  the 
organ,  cellular  and  subcellular  levels  in  normal  and  diseased  states.  Areas  of  research  interest  include  the 
understanding  of  the  physiological,  biochemical,  and  molecular  factors  and  mechanisms  of  action/interaction  of 
nutrients,  including  nutrient  antioxidants,  within  the  body. 

Nutrient  antioxidants  are  now  believed  to  protect  against  free  radical  cellular  damage  caused  by  excessive 
oxidative  reactions.  Examples  of  damage  caused  by  excessive  concentration  of  various  forms  of  oxygen  and  of 
free-radical  activity  include  polysaccharide  depolymerization  (carbohydrate  damage),  oxidation  and  inactivation 
of  sulfhydryl-containing  enzymes  (protein  damage),  and  separation  of  DNA  strands,  cross-linkage,  or  base 
hydroxylation  leading  to  mutations  and  inhibition  of  genes  that  are  responsible  for  protein,  nucleotide,  and 
fatty  acid  synthesis  (nucleic  acid  damage).  Perhaps  the  best  understood  mechanism  of  free  radical- induced  cell 
injury  relates  to  peroxidation  of  polyunsaturated  fatty  acids  in  organelles  and  plasma  membranes  (lipid  damage). 
The  effects  of  several  nutrient  antioxidants  at  various  steps  in  lipid  peroxidation  have  been  well-studied. 
Nevertheless,  the  overall  role  of  antioxidants  in  cellular  regulation  and  the  balance  between  antioxidative  and 
oxidative  processes  in  cells  under  various  states  need  further  study. 

Oxidized  and  peroxidized  compounds  may  be  causally  related  to  a variety  of  chronic  diseases.  For  example,  free 
radicals  appear  to  play  a role  in  the  promotion  and/or  initiation  of  some  cancers  (such  as  breast,  cervical, 
lung,  and  gastrointestinal  cancers),  cardiovascular  diseases,  cataracts,  and  degenerative  diseases  of  the 
central  nervous  system.  In  addition,  there  is  substantial  evidence  that  indicates  a role  of  free 
radical -induced  cell  injury  in  the  aging  process  itself.  While  the  list  of  chronic  diseases  believed  to  have 
free  radical  or  oxidant  involvement  is  growing,  in  most  cases  it  remains  unclear  whether  this  involvement  is 
a cause  or  a result  of  the  disease.  However,  epidemiological  and  clinical  studies  have  suggested  that  nutrient 
antioxidants  may  reduce  the  risk  of  these  diseases.  Vitamin  C,  vitamin  E and/or  beta-carotene  and  other 
carotenoids  appear  to  be  most  effective.  Other  nutrients  (zinc,  copper,  manganese,  and  selenium)  associated 
with  antioxidant  enzymes  may  also  be  involved  in  protection  against  degenerative  and  chronic  diseases  since 
dietary  deficiencies  of  minerals  needed  for  synthesis  of  antioxidant  enzymes  can  have  a deleterious  effect  on 
enzyme  formation.  Relevant  mechanisms  focusing  on  the  metabolism  of  nutrient  antioxidants  as  well  as  their 
effect  on  cellular  functions  and  metabolic  processes  need  further  study.  In  addition,  it  now  appears  that  the 
status  of  nutrient  antioxidants  may  be  influenced  by  other  nutrient  factors.  For  example,  increased  levels  of 
omega-3  fatty  acids  in  the  diet  appear  to  result  in  a decrease  in  vitamin  E (alpha-tocopherol ) levels.  Such 
interactions  and  their  metabolic  consequences  need  to  be  delineated  at  the  cellular  and  subcellular  levels. 
The  mechanisms,  location,  and  interactive  metabolic  effects  of  supplemental  nutrient  antioxidants  on 
gastrointestinal  absorption  and  transport,  and  other  cellular  processes  need  further  study,  for  individual 
nutrients  as  well  as  for  their  complementary  and  synergistic  roles. 

Other  Institutes  that  have  significant  interests  in  nutrient  metabolism  and  antioxidant  research  include  the 
National  Institute  on  Aging  (NIA),  the  National  Cancer  Institute  (NCI),  the  National  Heart,  Lung  and  Blood 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  11  - March  19,  1993 

18 


Institute  (NHLBI),  the  National  Eye  Institute  (NEI),  the  National  Institute  of  Environmental  Health  Sciences 
(NIEHS),  the  National  Institute  of  Neurological  Diseases  and  Stroke  (NINDS),  the  National  Institute  of  General 
Medical  Sciences  (NIGMS),  the  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NIAMS), 
and  the  National  Institute  of  Child  Health  and  Human  Development  (NICHD). 

Areas  of  research  of  particular  interest  to  the  NIDDK  focus  on  the  normal  and  abnormal  metabolism  of  nutrient 
antioxidants  and  resultant  effects  on  oxidative  processes  (as  well  as  other  metabolic  activities)  within  the 
cell.  Complementary  functions  and  the  synergistic  interactions  between  nutrient  antioxidants  are  also  of 
special  interest,  especially  at  those  levels  which  may  exceed  normal  nutritional  requirements.  Also  of  great 
importance  are  studies  that  focus  on  determination  of  proper  balances  between  nutrient  antioxidants  and 
beneficial  and  deleterious  levels  of  free  radicals. 

Other  specific  examples  of  research  objectives  appropriate  for  inclusion  in  applications  responsive  to  this 
program  announcement  include,  but  are  not  limited  to,  studies  on: 

o nutrient  antioxidant  effects  on  impaired  cellular  energy  systems  including  effects  on  the  mechanisms 
surrounding  glycolytic  synthesis  of  ATP  and  on  oxidative  phosphorylation  after  free  radical  impairment; 

o nutrient  antioxidant  prevention  of  oxidant  damage  to  cellular  DNA,  including  effects  on  participation  of  the 
hydroxyl  radical,  DNA  base  hydroxylation  by  various  oxidants,  DNA  damage  by  products  of  lipid  peroxidation,  and 
ultimate  effects  on  mutagenesis  and  cell  death; 

o nutrient  antioxidant  influence  on  peroxidation  of  polyunsaturated  fatty  acids  in  cellular  organelles  and 
plasma  membranes; 

o nutrient  antioxidant  role  in  prevention  of  oxidation  of  sulfhydryl-containing  enzymes  and  in  prevention  of 
polysaccharide  depolymerization; 

o influence  of  nutrient  antioxidants,  including  interaction  with  other  dietary  factors,  on  gastrointestinal 
absorption,  transport  and  other  cellular  functions. 

While  the  major  emphases  in  this  effort  will  be  on  vitamins  C and  E,  and  on  beta-carotene  and  other  carotenoids, 
research  support  will  not  be  limited  to  these  antioxidants.  Studies  on  nutritional  co-factors  of  antioxidant 
enzymes  are  also  important  because  dietary  deficiencies  of  minerals  needed  for  enzyme  synthesis  can  have  a 
deleterious  effect  on  proper  oxidant/antioxidant  balance  and  subsequent  extent  of  free-radical  activity. 
Furthermore,  the  interactive  and  synergistic  effects  of  all  nutrient  antioxidants  will  be  a critical  area  of 
research. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  that  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the 
full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including  American 
Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single 
minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
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priority  score  to  the  application. 


All  applications  for  clinical  research  submitted  to  N I H are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 
If  so,  a letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  could  be  included 
with  the  application. 

Appl  ication  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  301/496-7441.  The  title  and  number  of  this  announcement  must  be  typed  in 
line  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Applications  for  R29  awards  must  include  at  least  three  letters  of  reference  attached  to  the  face  page  of  the 
original  application.  Applications  submitted  without  the  required  number  of  reference  letters  will  be 
considered  incomplete  and  will  be  returned  without  review. 

REVIEW  PROCEDURES 

Applications  will  be  assigned  to  initial  review  groups  and  Institutes/Centers  on  the  basis  of  established  PHS 
referral  guidelines.  Applications  will  be  reviewed  for  scientific  and  technical  merit  by  study  sections  of  the 
Division  of  Research  Grants,  NIH,  in  accordance  with  the  standard  NIH  peer  review  procedures.  Following 
scientific-technical  review,  the  applications  will  receive  a second-level  review  by  an  appropriate  national 
advisory  council  or  board.  Applications  for  supplements  to  ongoing  awards  will  be  reviewed  according  to 
procedures  applicable  ta  the  mechanism  of  the  ongoing  award. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be 
considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome.  Direct  inquiries  regarding  programmatic  issues  to: 

Michael  K.  May,  Ph.D. 

Division  of  Digestive  Diseases  and  Nutrition 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  3A18A 
Bethesda,  MD  20892 

Telephone:  (301)  496-7121  (594-7520  after  3/26/93) 

FAX:  (301)  402-1278 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Paulette  Badman 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  639 
Bethesda,  MD  20892 

Telephone:  (301)  496-7467  (594-7543  after  3/26/93) 

FAX:  (301)  496-9721  (594-7594  after  3/26/93) 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.848.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 
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VESTIBULAR  REFLEXES  DURIHG  NATURAL  MOTION 


NIH  GUIDE.  Volume  22,  Number  11,  March  19,  1993 

PA  NUMBER:  PA -93 -066 

P.T.  34;  K.W.  0710050,  1002061,  0705070 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
National  Eye  Institute 

PURPOSE 

The  National  Institute  on  Deafness  and  Other  Communication  Disorders  (NIDCD)  and  the  National  Eye  Institute 
(NEI)  invite  applications  for  the  support  of  basic  and  applied  studies  seeking  to  characterize  the  vestibular 
reflexes  that  maintain  binocular  fixation  on  visual  targets  during  locomotion  and  other  volitional  movements 
of  the  head  and  body.  The  NIDCD  and  the  NEI  share  an  interest  in  this  area.  The  vestibulo-ocular  reflex  (VOR) 
is,  at  present,  the  most  direct  and  accessible  probe  of  vestibular  function.  This  initiative  seeks  to  establish 
the  fundamental  knowledge  base  that  will  lead  to  the  development  of  clinical  test  protocols  for  assessing  the 
vestibular  system  in  vivo  during  natural  motion. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement 
(PA),  Vestibular  Reflexes  During  Natural  Motion,  is  related  to  the  priority  area  of  physical  activity  fitness, 
unintentional  injuries,  occupational  health  and  safety  and  clinical  prevention  services.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Domestic  applications  may  include  international  components. 
Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  program  will  be  the  National  Institutes  of  Health  (NIH)  individual  research 
project  grant  (R01). 

RESEARCH  OBJECTIVES 

Background 

The  VOR  is  driven  by  two  types  of  head  accelerations,  angular,  sensed  by  the  labyrinthine  semicircular  canals, 
and  linear,  sensed  by  the  otolithic  organs.  It  is  a rapid  and  robust  reflex  system  that  usually  operates 
synergistical ly  with  the  slower  visual  following  reflexes  to  maintain  a stable  image  on  the  retina  over  the 
broad  range  of  trajectories,  velocities  and  frequencies  of  head  motion  performed  during  daily  living.  By 
illustration,  when  subjects  fixate  on  a target  while  walking,  their  VORs  must  produce  compensatory  eye  movements 
to  stabilize  gaze  in  the  face  of  linear  and  rotational  (pitch)  head  motion  in  the  vertical  plane.  The 
predominant  frequencies  of  these  natural  head  movements  greatly  exceed  the  frequencies  assessed  during 
conventional  tests  of  vestibular  function. 

Oscillopsia,  the  illusory  movement  of  the  stationary  world  caused  by  slippage  of  images  on  the  retina  during 
head  movement,  results  from  an  inability  of  the  vestibular  gaze-stabilizing  reflexes  to  compensate  for  head 
movement.  It  is  a well -recognized  symptom  of  low  VOR  gain  associated  with  marked  bilateral  vestibular  disease. 
Patients  with  oscillopsia  are  typically  symptomatic  during  the  head  motion  that  accompanies  locomotion.  The 
face  validity  of  assessing  the  vestibular  reflexes  during  locomotion  with  vision  fixed  or  during  combined  eye 
and  head  movements  is  apparent,  since  the  vestibular  system  stabilizes  gaze  during  active  movement  of  the  head, 
eyes,  and  body.  Yet,  most  studies  of  the  VOR  have  been  performed  with  passive  stimuli,  by  rotating  subjects 
in  the  horizontal  plane  with  both  the  head  and  body  fixed.  Furthermore,  it  has  been  estimated  that  as  many  as 
50  percent  of  patients  whose  complaints  suggest  a high  likelihood  of  vestibular  pathology  have  normal  vestibular 
test  findings.  Some  of  these  undiagnosed  patients  would  likely  be  identified  by  testing  the  system  under  its 
operational  state  of  free  motion.  Study  of  the  vestibular  system  in  its  operational  state  will  enhance  the 
understanding  of  this  system  in  both  health  and  disease. 

Scope 

This  initiative  seeks  to  establish  the  fundamental  knowledge  base  that  will  ultimately  lead  to  the  development 
and  expansion  of  much-needed  clinical  test  protocols  for  assessing  the  image-stabilizing  vestibular  reflexes 
during  locomotion  and  other  volitional  movements,  such  as  gait  transitions.  Specifically,  the  goal  of  this 
project  is  to  determine  how  the  VOR  generates  compensatory  eye  movements  to  maintain  binocular  fixation  on 
visual  targets  during  the  linear,  angular  and  complex  head  motion  associated  with  daily  living.  Such  an 
approach  to  the  evaluation  of  the  balance- disordered  patient  will  likely  enhance  the  diagnostic  efficiency  of 
vestibular  testing. 

Human  and/or  animal  studies  of  the  biophysical  dynamics  and  underlying  neural  mechanisms  of  the  VOR  are  sought. 
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Research  studies  may  include,  but  are  not  limited  to,  the  topics  listed  below: 
o role  of  the  vestibular  system  in  the  control  of  gaze  stability  during  stance  versus  gait; 
o development  of  animal  models  for  the  study  of  the  VOR  during  natural  motion; 

o development  of  computational  models  relating  the  VOR  during  natural  motion  to  its  neural  substrates; 

o role  of  the  vestibulo-collic  reflexes  and  head  stabilization  in  gaze  stability  during  motion; 

o coding  and  integration  of  vestibular,  visual  and  proprioceptive  signals  in  response  to  coacting  linear  and 
angular  acceleration  forces; 

o effects  of  vestibular  system  abnormalities  on  the  VOR  during  natural  motion. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  must  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the 
full  array  of  United  States  racial/ethnic  minority  populations  ( i . e . , Native  Americans  [including  American 
Indians  or  Alaskan  Natives],  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single 
minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 

results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 

in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 

to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
questions(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  reflected  in  assigning  the  priority  score 
to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit.  The  receipt  dates  for  applications  for 
AIDS-related  research  are  found  in  the  PHS  398  instructions. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  301-496-7441.  The  title  and  number  of  the  announcement  must  be  typed  in 
Section  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
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Center  for  Research  Resources  (NCRR)  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed 
research.  If  so,  a letter  of  agreement  from  either  the  GCRC  program  director  or  Pr  nhlbrary 

be  included  with  the  application. 

REVIEW  PROCEDURES 


3 


1496  00539  3650 


Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be 
reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research  Grants,  NIH,  in 
accordance  with  the  standard  NIH  peer  review  procedures.  Following  scientific- technical  review,  the 
applications  will  receive  a second-level  review  by  the  appropriate  national  advisory  council. 


AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be 
considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 


INQUIRIES 


Written  and  telephone  inquiries  concerning  this  PA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Daniel  A.  Sklare,  Ph.D. 

Division  of  Communication  Sciences  and  Disorders 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400-B 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  402-3461 

FAX:  (301)  402-6251 

Michael  D.  Oberdorfer,  Ph.D. 

Strabismus,  Amblyopia  and  Visual  Processing  Branch 

National  Eye  Institute 

Building  31,  Room  6A-47 

Bethesda,  MD  20892 

Telephone:  (301)  496-5301 

FAX:  (301)  402-0528 

Direct  inquiries  regarding  fiscal  matters  to: 

Sharon  Hunt 

Division  of  Extramural  Activities 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400-B 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  402-0909 

Carolyn  E.  Grimes 

Extramural  and  Collaborative  Program 
National  Eye  Institute 
Building  31,  Room  6A48 
Bethesda,  MD  20892 
Telephone:  (301)  496-5884 

AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.173  and  No.  93.867.  Awards  are 
made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by 
Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42 
CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


“THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 


STREAMLINED  REQUEST  FOR  PROPOSALS  1 

National  Institutes  of  Health 

APPLICATIONS  INVOLVING  HUMAN  SUBJECTS  - IRB  REVIEW  "PENDING11-  UPDATE  2 

National  Institutes  of  Health 


OPTIONAL  FORM  310  - CERTIFICATION  OF  INSTITUTIONAL  REVIEW  BOARD  APPROVAL  OF  HUMAN  SUBJECT  RESEARCH  ...  2 

National  Institutes  of  Health 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


EVALUATION  OF  NEW  PHARMACOTHERAPIES  FOR  TREATMENT  OF  OPIATE  ABUSE  3 

RFP  AVAILABLE:  NIH-N01DA-3-8200 
National  Institute  on  Drug  Abuse 

EXPLORATORY  GRANTS  FOR  ALTERNATIVE  MEDICINE  4 

RFA:  00-93-002 

National  Institutes  of  Health 

Application  Receipt  Date:  June  8,  1993 

MINORITY  FELLOWSHIP  PROGRAM  IN  PSYCHIATRY  9 

RFA  AVAILABLE:  MH-93-05 

National  Institute  of  Mental  Health 

Application  Receipt  Date:  June  10,  1993 

NIMH  CENTERS  FOR  BEHAVIORAL  SCIENCE  RESEARCH  11 

RFA  AVAILABLE:  MH  93-08 

National  Institute  of  Mental  Health 

Application  Receipt  Date:  June  24,  1993 

NEUROBIOLOGY  OF  COGNITION  AND  BEHAVIOR  14 


RFA  AVAILABLE:  NS-93-002 

National  Institute  of  Neurological  Disorders  and  Stroke 
National  Institute  on  Aging 

National  Institute  of  Child  Health  and  Human  Development 
National  Center  for  Nursing  Research 
Application  Receipt  Date:  July  14,  1993 


ONGOING  PROGRAM  ANNOUNCEMENTS 


NATIONAL  RESEARCH  SERVICE  AUARDS  FOR  INDIVIDUAL  PREDOCTORAL  FELLOWSHIPS  17 

PAR  NUMBER:  PAR-93-040 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
National  Institute  on  Drug  Abuse 
National  Institute  of  Mental  Health 


This  publication  is  also  available  electronically  to  institutions  via  BJTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer.  Contact  Dr.  John  James  at  301/496-7554  for  details,  or  send  an  E-mail  message  to 
ZNS@NIHCU. 


NOTICES 


STREAMLINED  REQUEST  FOR  PROPOSALS 


NIH  Guide.  Volume  22,  Number  12,  March  26,  1993 
P.T.  34;  K.W.  1014006 
National  Institutes  of  Health 

This  notice  provides  information  regarding  a new  acquisition  tool  being  used  by  the  NIH  contracting  offices: 
the  "Streamlined  Request  for  Proposals  (RFP)".  It  is  anticipated  that  utilization  of  this  Streamlined  RFP 
procedure  will  save  paper,  permit  those  organizations/ individuals  wishing  to  obtain  information  regarding 
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the  types  of  contracts  being  awarded  by  the  N I H an  opportunity  to  do  so  without  providing  them  with 
unnecessary  volumes  of  information,  and  provide  a concise  document  so  that  recipients  can  readily  determine 
the  nature  of  the  item  being  acquired  and  their  further  interest  in  the  solicitation.  Under  certain 
conditions,  contracting  offices  will  be  releasing  an  abridged  version  of  the  RFP  which  contains  the 
statement  of  work,  deliverable  and  reporting  requirements,  special  requirements  and  mandatory 
qualifications,  if  applicable,  and  technical  evaluation  criteria.  If,  after  examination  of  these  documents, 
an  organization  determines  that  it  has  an  interest  in  submitting  a proposal,  it  may  request  an  entire  RFP 
from  the  issuing  office.  It  is  necessary  to  obtain  the  entire  RFP  in  order  to  submit  a proposal  that  will 
be  responsive  to  the  requirements  of  the  solicitation.  A statement  in  the  Notice  of  Availability  of  an  RFP 
in  the  NIH  Guide  will  indicate  the  use  of  this  acquisition  method.  Organizations  will  have  the  option  to 
request  either  the  abridged  or  entire  version  of  the  RFP. 

INQUIRIES 

Further  questions  regarding  Streamlined  RFPs  may  be  addressed  to: 

Ms.  Zaiga  Turns 

Division  of  Contracts  and  Grants 
National  Institutes  of  Health 
Building  31,  Room  1 B 1 9 
Bethesda,  MD  20892 
Telephone:  (301)  496-6014 


APPLICATIONS  INVOLVING  HUMAN  SUBJECTS  - IRB  REVIEW  "PENDING1*-  UPDATE 


NIH  Guide.  Volume  22,  Number  12,  March  26,  1993 
P.T.  34;  K.W.  0783005,  1014006 
National  Institutes  of  Health 

The  instructions  for  completing  form  PHS  398  (rev.  9/91)  from  an  applicant  organization  that  has  an 
appropriate  approved  Multiple  Project  Assurance  of  Compliance  on  file  with  the  Office  for  Protection  from 
Research  Risks,  and  that  proposes  non-exempt  research  involving  human  subjects,  includes  the  following: 

The  “information  in  Items  4a  and  4b  and  the  signatures  on  the  face  page  fulfill  the  requirement  for 
certification  of  IRB  approval.  To  ensure  against  delays  in  the  review  of  the  application,  institutional 
review  board  (IRB)  review  is  best  completed  prior  to  submission  of  the  application.  However,  if  the  IRB 
review  is  unavoidably  delayed  beyond  the  submission  of  the  application,  enter  'pending'  at  Item  4a.  A 
follow-up  certification  of  IRB  approval  from  an  official  signing  for  the  applicant  organization  must  then  be 
sent  to  and  received  by  the  Scientific  Review  Administrator  of  the  initial  review  group  within  60  days  after 
the  receipt  date  for  which  the  application  is  submitted.  Any  modifications  in  the  Research  Plan  section  of 
the  application  required  by  the  IRB  must  be  submitted  with  the  follow-up  certification.  Occasionally,  PHS 
initial  review  may  be  scheduled  to  occur  before  the  end  of  the  60-day  grace  period.  In  these  special  cases 
of  accelerated  review,  the  follow-up  certification  will  be  requested  earlier.  Otherwise,  it  is  the 
responsibility  of  the  applicant  organization  to  submit  the  follow-up  certification.  The  PHS  does  not 
guarantee  that  it  will  remind  the  applicant  organization  or  the  Principal  Investigator/Program  Director  to 
provide  this  missing  information.  If  certification  of  IRB  approval  is  not  received  prior  to  the  scheduled 
PHS  initial  review  date,  the  application  will  be  considered  incomplete  and  deferred  to  the  next  review 
cycle." 

If  a follow-up  certification  of  IRB  approval  has  to  be  sent  to  the  Scientific  Review  Administrator  of  the 
initial  review  group,  an  appropriately  completed  and  signed  OPTIONAL  FORM  310  (available  on  request  from 
DRG),  a letter  prepared  on  organizational  letterhead  stationery,  or  a revised  face  page  of  PHS  398  is 
acceptable  provided  that  all  of  the  following  required  information  is  included:  title  of  project, 
application  number,  name  of  investigator  and  institution,  Multiple  Project  Assurance  number,  date  of  IRB 
approval,  and  appropriate  signatures.  The  OPTIONAL  FORM  310,  the  organizational  letter,  or  the  revised  Face 
Page  with  an  attachment  must  contain  any  changes  or  modifications  required  by  the  IRB  and,  if  none,  a 
statement  to  that  effect. 

The  name  and  address  of  the  Scientific  Review  Administrator  of  the  initial  review  group  will  be  sent  to  the 
Principal  Investigator/Program  Director  as  soon  as  possible  after  the  receipt  date,  usually  within  six 
weeks.  To  avoid  delays  in  review,  do  not  send  the  follow-up  information  to  any  other  addressee. 


OPTIONAL  FORM  310  - CERTIFICATION  OF  INSTITUTIONAL  REVIEW  BOARD  APPROVAL  OF  HUMAN  SUBJECT  RESEARCH 

NIH  Guide.  Volume  22,  Number  12,  March  26,  1993 
P.T.  34;  K.W.  0783005,  1014006 
National  Institutes  of  Health 

The  Common  [Federal]  Rule  for  the  Protection  of  Human  Subjects  (56FR28002-32,  June  18,  1991)  requires 
Federal  Departments  and  Agencies  conducting  or  supporting  research  activities  involving  human  subjects  to 
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obtain  certification  from  applicant  organizations  that  an  appropriate  Institutional  Review  Board  (IRB)  has 
reviewed  and  approved  each  proposed  activity.  On  behalf  of  participating  Departments  and  Agencies,  the 
Office  for  Protection  from  Research  Risks  (OPRR)  has  received  Office  of  Management  and  Budget  approval  of 
the  OPTIONAL  FORM  310  for  use  by  applicant  organizations  in  fulfilling  the  requirements  for  certification 
under  the  Common  [Federal]  Rule.  Each  Department  and  Agency  may  implement  specific  instructions  for  the  use 
of  this  form. 

The  purpose  of  this  notice  is  to  introduce  the  OPTIONAL  FORM  310  and  to  provide  specific  guidance  ONLY  as  it 
relates  to  research  activities  conducted  or  supported  by  components  of  the  Department  of  Health  and  Human 
Services  (DHHS)  (e.g..  National  Institutes  of  Health). 

For  DHHS-supported  activities,  certification  requirements  and  procedures  are  carefully  detailed  in  the 
instructions  found  in  the  application  for  Public  Health  Service  (PHS)  Grant  (PHS  398),  the  application  for 
PHS  Individual  National  Research  Service  Award  (PHS-416-1),  and  in  the  following  Notice  which  updates 
instructions  for  follow-up  certification.  The  face  page  of  the  appropriate  application,  PHS  398  or  PHS 
416-1,  continues  to  be  the  primary  vehicle  for  providing  certification  of  IRB  review  and  approval  when  the 
applicant  organization  with  a Multiple  Project  Assurance  (MPA)  on  file  with  OPRR  chooses  to  conduct  IRB 
review  and  approval  prior  to  submission  of  an  application.  In  this  case,  follow-up  certification  is  not 
necessary,  and  use  of  the  OPTIONAL  FORM  310  is  inappropriate. 

An  MPA  applicant  organization  may  use  the  OPTIONAL  FORM  310  to  provide  follow-up  certification  when:  (1) 
the  organization  elects  to  delay  certification  submission  for  up  to  60  days  after  the  competing  application 
receipt  date  deadline  and  has  inserted  "pending"  in  place  of  the  required  IRB  date  of  approval;  or  (2)  the 
organization,  for  competing  or  continuation  applications,  has  inserted  "indefinite"  in  place  of  the  IRB  date 
of  approval  because  plans  for  involving  human  subjects  were  so  indefinite  that  IRB  review  and  approval  was 
not  feasible  (see  45  CFR  46.118  and  PHS  416-1  and  416-9). 

Non-assured  applicant  organizations  (No  MPA  on  file  with  OPRR)  are  not  required  to  submit  certification  in 
conjunction  with  an  application.  Specific  instructions  in  the  appropriate  application  package  must  be 
followed. 

There  may  be  other  elective  uses  for  the  OPTIONAL  FORM  310,  such  as  a means  for  documenting  IRB  approvals 
within  multi-center  clinical  trials.  Also,  MPA  organizations  receiving  a research  contract  that  proposes 
human  subject  involvement  may  elect  to  use  the  OPTIONAL  FORM  310  for  certification  purposes. 

INQUIRIES 

Requests  for  single  copies  of  the  form  may  be  made  to: 

Division  of  Research  Grants 
Office  of  Grants  Inquiries 
Westwood  Building,  Room  449 
Bethesda,  MD  20892 
Telephone:  (301)  496-7441 

Requests  for  bulk  orders  may  be  addressed  to: 

Division  of  Research  Grants 
Administrative  Office 
Westwood  Building,  Room  436 
Bethesda,  MD  20892 
Telephone:  (301)  496-9797 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

EVALUATION  OF  NEW  PHARMACOTHERAPIES  FOR  TREATMENT  OF  OPIATE  ABUSE 

NIH  Guide.  Volume  22,  Number  12,  March  26,  1993 
RFP  AVAILABLE:  NIH-N01DA-3-8200 
P.T.  34;  K.W.  0404009,  0745005,  0745070,  0755020 
National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  proposals  from  qualified  organizations  having 
in-house  capability  in  performing  experiments  in  opiate  dependent  rhesus  monkeys  as  models  to  assess  abuse 
liability  of  drugs  acting  upon  the  central  nervous  system.  Additionally,  the  qualified  organizations  must 
have  in-house  capability  to  perform  certain  standard  rodent  analgesic  and  physical  dependence  tests. 

Estimated  issuance  date  of  RFP  No.  N01DA-3-8200  is  March  16,  1993  and  responses  are  due  to  be  received  in 
the  Contracting  Office  30  calendar  days  thereafter. 

The  Government  reserves  the  right  to  make  more  than  one  award  or  no  award  at  all  in  response  to  this  RFP. 
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INQUIRIES 


Written  requests  are  to  be  forwarded  to: 

Jeffrey  Weiner,  Contract  Specialist 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10-49 
5600  Fishers  Lane 
Rockville,  MD  20857 


EXPLORATORY  GRANTS  FOR  ALTERNATIVE  MEDICINE 


NIH  Guide.  Volume  22,  Number  12,  March  26,  1993 
RFA:  00-93-002 


P.T. 


National  Institutes  of  Health 

Letter  of  Intent  Receipt  Date:  April  30,  1993 
Application  Receipt  Date:  June  8,  1993 

PURPOSE 

The  Office  of  Alternative  Medicine  (OAM)  was  initiated  within  the  Office  of  the  Director  (00),  National 
Institutes  of  Health  (NIH),  in  response  to  Congressional  language  that  accompanied  the  Fiscal  Year  1992 
Labor,  HHS,  and  Education  and  Related  Agencies  Appropriation  Bill  in  October  1991  [Senate  Report  102-104, 
Page  147).  The  mandate  of  the  OAM  is  to  evaluate  what  was  then  termed  "unconventional  medical  practices," 
and  was  renamed  more  recently  "Alternative  Medicine."  The  purpose  of  the  OAM  is  to  encourage  the 
investigation  of  alternative  medical  practices,  with  the  ultimate  goal  of  integrating  validated  alternative 
medical  practices  with  current  conventional  medical  procedures. 

The  purpose  of  this  Request  for  Applications  (RFA)  is  to  solicit  applications  for  support  of:  (1) 
developing  collaborations  between  practitioners  of  alternative  medicine  and  conventional  researchers;  and 
(2)  small  scale  studies  designed  to  obtain  preliminary  data  relevant  to  the  evaluation  of  alternative 
medicine  which,  for  the  purpose  of  this  RFA,  is  understood  as  a new  and  unique  activity,  not  currently 
supported  by  NIH. 

It  is  anticipated  that  activities  supported  by  these  exploratory  grants  will  form  the  basis  for  competitive 
applications  that  could  be  submitted  in  response  to  future  RFAs,  including  a Cooperative  Agreement  RFA,  from 
the  Office  of  Alternative  Medicine. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA, 
Exploratory  Grants  for  Alternative  Medicine,  is  related  to  the  priority  area  of  alternative  medical 
practices.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017- 
001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic,  foreign,  for-profit  and  non-profit  organizations,  public  and 
private  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
federally  recognized  Indian  Tribal  governments,  and  eligible  agencies  of  the  Federal  government. 

Applications  from  minority  individuals  and  women  are  encouraged.  The  OAM  encourages  non- institution- 
affiliated  individual  alternative  health  care  providers/scientists  to  apply. 

MECHANISM  OF  SUPPORT 

Support  of  projects  will  be  through  the  NIH  Exploratory/Development  Grant  (R21).  Applicants  will  be 
responsible  for  the  planning,  direction,  and  execution  of  the  proposed  project.  The  total  project  period 
for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  one  year.  The  anticipated  award 
date  is  September  30,  1993. 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated 
that  the  size  of  an  award  will  vary  also. 

Except  as  otherwise  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the 
PHS  Grants  Policy  Statement. 

FUNDS  AVAILABLE 

The  present  RFA  is  a one-time  solicitation,  and  approximately  $600,000  total  costs  is  committed  to  fund 
applications.  Approximately  20  awards,  not  to  exceed  $30,000  total  costs  each,  will  be  made  for  a period  of 
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funding  not  to  exceed  12  months.  This  funding  level  is  dependent  on  the  receipt  of  applications  of  high 
scientific  merit  and  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Background 

In  a recent  article,  the  demographics,  prevalence,  and  patterns  of  use  of  unconventional  medicine  in  the 
United  States  were  described  (Eisenberg  D.  et  al.  New  England  J.  Med.  328:246-252,  1993).  The  most  relevant 
findings  were:  (a)  most  people  used  unconventional  therapies  for  chronic  rather  than  life-threatening 
medical  conditions;  (b)  72  percent  of  the  respondents  who  used  unconventional  therapy  did  not  inform  their 
medical  doctor;  extrapolation  to  the  United  States  population  suggested  that  in  1990,  Americans  made 
approximately  425  million  visits  to  providers  of  unconventional  therapy;  and  (c)  expenditures  associated 
with  this  type  of  therapy  appeared  to  be  similar  to  non- reimbursed  expenses  incurred  for  all 
hospitalizations  in  the  United  States.  These  findings  clearly  demonstrated  that  unconventional  medicine 
plays  a significant  role  in  the  health  care  system  within  the  United  States. 

Despite  the  large  number  of  people  using  alternative  medicine  treatments,  relatively  little  scientific  data 
are  available  to  demonstrate  convincingly  whether  or  not  a particular  treatment  is  safe,  efficacious, 
beneficial,  helpful,  or  leads  to  a positive  outcome  (e.g.,  produces  a regression  in  the  size  of  a tumor, 
prolongs  or  improves  quality  of  life,  reduces  or  eliminates  adverse  symptoms  of  a toxic  treatment).  This, 
in  essence,  was  also  the  conclusion  reached  in  1990,  in  a report  published  by  the  Office  of  Technology 
Assessment  concerning  unconventional  cancer  treatments:  "For  none  of  the  treatments  reviewed  in  this  report 
did  the  evidence  support  a finding  of  obvious,  dramatic  benefit  that  would  obviate  the  need  for  formal 
evaluation  to  determine  effectiveness"  (U.S.  Congress,  Office  of  Technology  Assessment,  OTA-H-405,  1990,  p. 
225).  The  report  went  on  to  urge  a more  systematic  analysis  of  unconventional  treatments  on  major  diseases 
and  effect  on  wellness.  These  exploratory  grants  will  provide  funds  to  initiate  the  first  stages  of 
systematic  evaluation  of  alternative  treatments. 

Goals  and  Scope  of  the  present  RFA 

This  RFA  will  create  a research  opportunity  for  alternative  health  care  practitioners,  otherwise  unlikely  to 
participate  in  NIH  programs,  to  contribute  to  the  nation's  biomedical  effort.  These  grants  will  provide 
funds  for  initiating  short-term  studies  that  are  preliminary  in  nature. 

Alternative  health  care  providers  and  scientists  are  invited  to  respond  to  this  RFA  to:  (1)  develop 
collaborative  arrangements  (alternative  health  care  providers  with  experienced  scientists,  and  conversely); 
and  (2)  obtain/refine  preliminary  data  that  could  form  the  basis  for  future  applications  for  larger  studies 
that  will  investigate  and  evaluate  alternative  treatments,  utilizing  a rigorous,  scientific  methodological 
approach.  Although  it  is  anticipated  that  pilot  clinical  studies  of  alternative  medicine  will  be  the  focus 
of  this  RFA,  laboratory  proposals  clearly  relevant  to  alternative  medicine  will  also  be  considered. 

Types  of  interventions  to  be  investigated  could  include,  but  are  not  limited  to: 

o Diet,  nutrition,  and  lifestyle  changes 

For  example,  macrobiotics,  megavitamins,  diets,  and  changes  in  lifestyle 
o Mind/body  control 

Examples  include  art  therapy/relaxation,  biofeedback,  counseling,  guided  imagery,  hypnotherapy,  and 
sound/music  therapy 

o Traditional  and  ethnomedicine 

For  example,  acupuncture,  Ayur  Veda,  herbal  medicine,  homeopathic  medicine.  Native  American  medicine, 
natural  products,  and  Traditional  Oriental  Medicine 

o Structural  manipulations  and  energetic  therapies 

Examples  are  acupressure,  chiropractic  medicine,  massage,  reflexology,  rolfing,  therapeutic  touch,  Qi  Gong 
o Pharmacological  and  biological  treatments 

Examples  include  anti -oxidants,  cell  treatment,  chelation  therapy,  metabolic  therapy,  and  oxidizing  agents 
o Bioelectromagnetic  applications 

Examples  include  diagnostic  and  therapeutic  applications  of  electromagnetic  fields  (e.g.,  transcranial 
electrostimulation,  neuromagnetic  stimulation,  electroacupuncture) 

NIH  currently  supports  research  projects  falling  under  some  of  the  above  headings.  Thus,  in  applications 
dealing  with  such  topics,  the  applicants  should  carefully  justify  why  they  consider  their  proposals  to  be 
"alternative"  (see  PURPOSE) 

It  is  anticipated  that  the  proposed  studies  will  be  designed  to  contribute  to  the  evaluation  of  the 
potential  for  any  of  these  procedures  to  affect  the  clinical  course  and  outcome  of  an  illness,  and/or  to 
increase  wellness.  The  study  of  effects  of  alternative  treatment  on  any  major  health  condition  (e.g., 
cancer,  AIDS,  hypertension)  is  encouraged,  although  any  health  issue  or  disease  could  be  the  subject  of 
research,  if  a sound  rationale  is  provided. 

For  funded  applications,  the  first  part  of  the  project  will  be  to  develop/finalize  the  terms  of 
collaboration  and,  when  applicable,  to  obtain  proper  approval  for  the  use  of  human  subjects.  This  part  of 
the  project  should  be  completed  within  approximately  three  months.  To  facilitate  this  important  aspect  of 
the  grant  activity,  the  0AM  may  convene  two  meetings  of  all  grantees;  the  first  shortly  after  funding  and  a 
second  meeting  approximately  three  months  later.  These  meetings,  likely  to  take  place  in  Bethesda,  MD,  will 
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be  designed  to  provide  a setting  conducive  to  furthering  collaborations  and  to  provide  information  regarding 
the  NIH  grant  process. 

The  acquisition  of  preliminary  data  should  begin  as  soon  as  appropriate  collaborations  are  in  place.  In 
instances  where  collaborations  are  already  in  place  at  the  time  of  funding,  the  acquisition  of  data  should 
begin  immediately  after  funding. 

Special  Requirements 

As  indicated  above,  one  of  the  major  purposes  of  this  RFA  is  to  foster  collaborations  between  practitioners 
of  alternative  medicine  and  individuals  familiar  with  conventional  research  methodologies.  The  requirement 
for  collaboration  between  alternative  medical  practitioners  and  conventional  investigators  is  three-fold: 

(1)  to  ensure  that  experience  in  research  design  and  statistics,  access  to  patient  populations  of  special 
interest,  and  methods  of  docunentation  are  included  in  each  funded  proposal;  (2)  conversely,  to  ensure  that 
appropriate  expertise  in  alternative  medicine  will  be  available  so  that  research  protocols  are  compatible 
with  the  paradigm  to  be  tested  (e.g.,  appropriate  choice  of  treatment  or  controls,  in  the  context  of 
homeopathy,  acupuncture);  and  (3)  to  provide  a basis  for  scientific  collaboration  and  better  understanding 
of  issues  involved  in  the  practice  of  alternative  medicine,  as  well  as  conventional  biomedical  research. 

Alternative  medical  practitioners  must  provide  credible  preliminary  evidence  (e.g.,  proof  of  prior 
collaboration  or  detailed  letter  of  intent  to  collaborate)  from  experienced  investigators  indicating  their 
willingness  to  participate  in  the  preliminary  studies. 

Conversely,  institution-based  (e.g.,  university)  investigators  must  provide  similar  evidence  of 
collaborations  with  non-university-based  alternative  health  care  providers/scientists  with  training  and 
experience  relevant  to  aspects  of  the  research  proposal.  It  is  expected  that  such  arrangements  will  not 
merely  be  pro  forma,  but  rather  will  be  genuine  collaborations  in  which  alternative  medical  practitioners 
will  have  significant  roles  in  the  development  of  the  protocols,  the  conduct  of  the  studies,  and  will  be 
given  the  opportunity  for  receiving  significant  exposure  to,  and  experience  in,  sound  research 
methodologies. 

A research  project  grant  may  be  made  to  a non-af f i l iated  individual  in  the  United  States  rather  than  to  an 
institution  or  organization.  In  such  cases,  special  administrative  features  pertain  (see  APPENDIX  I below). 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN 
AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population- based 
studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic 
group.  In  addition,  gender  and  racial/ethnic  issues  must  be  addressed  in  developing  a research  design  and 
sample  size  appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in 
the  form  PHS  398  (rev.  9/91)  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human 
Subjects.  Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in 
all  research  projects  to  include  representation  of  the  full  array  of  United  States  racial/ethnic  minority 
populations  (i.e.,  Native  Americans  [including  American  Indians  or  Alaskan  Natives],  Asian/Pacific 
Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  prevention  strategies),  diagnosis,  or  treatment  of  diseases, 

disorders  or  conditions,  including  but  not  limited  to,  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  hunan  subjects  also  apply,  Basic  research  or  clinical  studies 
in  which  human  tissue  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort 
should  be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to 

apply  the  results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  Unites  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  as  study  design  is  inadequate  to  answer  the 
scientific  question  (s)  addressed  and  the  justification  for  the  selected  study  population  is  inadequate,  it 
will  be  considered  a scientific  weakness  or  deficiency  in  the  study  design  and  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
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components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

LETTERS  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  April  30,  1993,  a letter  of  intent  that  includes  the  name, 
address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other  key  personnel  and 
participating  institutions  if  any,  a brief  descriptive  title  of  the  proposed  research,  and  the  number  and 
title  of  the  RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of 
subsequent  applications,  the  information  that  it  contains  will  be  extremely  helpful  in  planning  for  the 
review  of  applications.  It  allows  0AM  and  review  staff  to  estimate  the  potential  review  workload  and  to 
avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Dr.  Daniel  Eskinazi 
Office  of  Alternative  Medicine 
National  Institutes  of  Health 
Building  31,  Room  B1-C35 
Bethesda,  MD  20892 
Telephone:  (301)  402-2466 
FAX:  (301)  402-4741 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These 
forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449, 
Bethesda,  MD  20892,  telephone  301/496-7441;  and  from  the  NIH  program  administrator  named  below. 

Prior  to  writing  the  application,  please  carefully  read  the  instructions  provided  with  the  form  PHS  398  and 
this  RFA. 

In  developing  the  application,  clearly  explain  how  the  project  was  chosen  and  how  it  will  provide  convincing 
preliminary  data  to  form  the  basis  of  a competitive  application  for  a larger  scale  study.  For  example,  if  a 
future  clinical  trial  is  envisioned,  describe  explicitly  how  the  proposed  pilot  activities  in  the 
application  will  assess  the  impact  of  the  alternative  medical  procedure  on  the  clinical  course  of  a given 
disease  and/or  the  quality  of  life  and  the  cost  effectiveness  of  the  treatment  or  other.  Similarly,  how 
will  short-term  and  longer  term  adverse  effects  be  evaluated?  Justify  the  alternative  intervention,  disease 
model,  and  patient  population  (e.g.,  children,  menopausal  women,  elderly,  minorities)  proposed,  based  on 
existing  literature,  personal  experience,  and,  if  possible,  already  documented  prel iminary  data.  Explain 
how  the  conduct  of  the  proposed  pilot  study  may  benefit  a larger  target  population.  Finally,  applicants 
should  explain  how  this  exploratory  grant  would  help  them  to  complement  their  expertise,  become  more 
effective  participants  in  the  area  of  alternative  medicine  research,  and  how  this  fits  in  their  long-term 
career  plans. 

Transportation  expenses  for  the  Principal  Investigator  and/or  collaborators  must  be  for  well  justified 
travel  that  is  essential  to  the  conduct  of  the  project  (travel  to  attend  national  scientific/professional 
meetings  will  not  be  allowed).  In  addition,  budgets  should  allow  for  the  Principal  Investigator(s)  to 
attend  at  least  one  two-day  meeting  in  Bethesda,  Maryland. 

Applicants  should  describe  resources  for  support  of  the  research  other  than  the  proposed  grant.  A project 
might  seem  too  ambitious,  if  the  only  funds  available  would  be  those  afforded  by  the  anticipated  grant. 

The  RFA  label  available  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of 
the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that 
it  may  not  reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  title  and  number  must  be 
typed  on  line  2a  of  the  face  page  of  the  application  form  and  the  YES  box  must  be  marked. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  the  letter  of  intent  to 
collaborate  and  four  signed  photocopies  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  mail  one  additional  complete  copy  of  the  application  to  Dr.  Daniel  Eskinazi  at 
the  address  noted  below. 

Applications  must  be  received  by  June  8,  1993.  If  an  application  is  received  after  that  date,  it  will  be 
returned  to  the  applicant.  The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in 
response  to  this  announcement  that  is  essentially  the  same  as  one  currently  pending  initial  review,  unless 
the  applicant  withdraws  the  pending  application.  Submission  of  identical  applications  will  not  be  allowed, 
nor  will  essentially  identical  applications  be  reviewed  by  different  committees.  Therefore,  an  application 
cannot  be  submitted  in  response  to  this  RFA  that  is  essentially  identical  to  one  that  has  already  been 
reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions  of  applications  already  reviewed, 
but  such  applications  must  include  an  introduction  addressing  the  previous  critique. 
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REVIEW  CONSIDERATIONS 


Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for  completeness  and  responsiveness.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not 
responsive  to  the  RFA,  OAM  staff  will  contact  the  applicant  to  determine  whether  to  return  the  application 
to  the  applicant  or  submit  it  for  review  in  competition  with  unsolicited  applications  at  the  next  review 
cycle.  Applications  that  lack  the  intent  to  collaborate  letter  will  be  considered  incomplete. 

Applications  may  be  triaged  by  a DRG  peer  review  group  on  the  basis  of  relative  competitiveness.  In  this 
instance,  the  NIH  would  withdraw  from  further  competition  those  applications  judged  to  be  non-competitive 
for  award  and  notify  the  applicant  Principal  Investigator  and  institutional  official.  Those  applications 
judged  to  be  competitive  will  undergo  further  scientific  merit  review  in  accordance  with  the  criteria  stated 
below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  especially  convened  by  the  DRG. 

The  final  level  of  review  will  be  provided  by  the  National  Advisory  Research  Resources  Council. 

Review  Criteria  for  this  RFA  will  be: 

o relevance  to  alternative  medicine; 

o scientific  and  technical  merit:  proper  justification  of  endpoints;  appropriateness  of  the  experimental 
approach  and  methodology  to  test  the  paradigm  to  be  evaluated  (e.g.,  individualization  of  treatment, 
statistical  methods  allowing  for  potentially  inherent  experimental  variability); 

o medical  significance  and  originality  of  proposed  research; 

o qualifications  and  clinical/research  experience  of  the  Principal  Investigator  and  staff,  particularly, 
but  not  exclusively,  in  the  area  of  the  proposed  research; 

o documented  intent  to  develop  col laboration(s)  that  will  provide  the  range  of  expertise  needed  for  a 
successful  study  (proof  of  collaboration  or  detailed  letter  of  intent  to  collaborate); 

o availability  of  sound  literature  documentation  or  the  availability  of  preliminary  data  justifying  the 
proposed  model  to  be  studied; 

o availability  of  the  resources  necessary  to  perform  the  research; 
o appropriateness  of  the  proposed  budget; 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  September  30,  1993.  Funding  decisions  will  be  based  on  scientific  merit  as 
determined  by  peer  review  and  relevance  to  the  OAM  program.  Among  projects  of  essentially  equivalent  merit 
and  program  relevance,  preference  will  be  given  to  those  applicants  who  have  not  received  previous  research 
funding  from  the  NIH.  Only  highly-rated  applications  that  represent  new  and  unique  activities  not  currently 
supported  by  the  NIH  will  be  funded.  Awards  will  be  made  by  the  National  Center  for  Research  Resources 
(NCRR),  with  post-award  administration  jointly  by  staff  of  the  OAM  and  the  NCRR. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues 
or  questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Daniel  Eskinazi,  DDS,  Ph.D. 

Office  of  Alternative  Medicine 
National  Institutes  of  Health 
Building  31,  Room  B1C35 
Bethesda,  MD  20892 
Telephone:  (301)  402-2466 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Lacey  J.  Durham 

Office  of  Grants  and  Contracts  Management 
National  Center  for  Research  Resources 
Westwood  Building,  Room  849 
Bethesda,  MD  20892 
Telephone:  (301)  496-9840 

AUTHORITY  AND  REGULATIONS 

Awards  will  be  made  under  authorization  of  the  Public  Health  Service  Act,  Titles  III  and  IV  (Public  Law  78- 
410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and 
Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

APPENDIX  I - SPECIAL  POLICIES  REGARDING  RESEARCH  GRANTS  AWARDED  TO  NON-AFF I L I ATED  INDIVIDUALS 

Allowances  and  Expenditures 
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No  indirect  cost  allowance  will  be  provided  to  individuals  as  grantees,  nor  may  they  use  grant  funds  for 
alterations  or  renovations,  or  for  the  purchase  of  fixed  equipment.  Otherwise,  the  expenditures  policies 
applicable  to  research  grants  made  to  grantee  institutions  and  organizations  are  applicable  to  grants  made 
to  individuals. 

Equipment 

Title  to  moveable  equipment  will  vest  upon  acquisition  in  the  Federal  Government,  with  final  disposition  of 
the  equipment  to  be  determined  by  the  awarding  unit  when  the  project  is  terminated. 

Human  Subjects 

With  respect  to  human  and  animal  subject  research,  please  read  carefully  the  relevant  instructions  in  the 
PHS  398  application  kit.  Note  that  no  assurance  to  comply  with  45  CFR  46  is  required  as  a condition  for 
applying.  However,  no  awardee  may  receive  NIH  grant  funds  for  non-exempt  human  subjects  research  or  animal 
research,  unless  the  awardee  provides  the  Office  for  Protection  from  Research  Risks  (OPRR)  with  written 
Assurance  to  comply  with  45  CFR  46.  For  additional  information  concerning  human  subjects  and/or  animal 
assurances  and  related  arrangements,  contact  OPRR  Building  31,  Room  5B59,  telephone  (301)  496-7041  for  human 
subjects  issues  and  496-7163  for  animal  issues. 

Responsibi lity 

Although  the  individual  is  entirely  responsible  for  the  grant,  personal  indemnity  bonds  are  not  required. 


MINORITY  FELLOWSHIP  PROGRAM  IN  PSYCHIATRY 


NIH  Guide.  Volume  22,  Number  12,  March  26,  1993 

RFA  AVAILABLE:  MH-93-05 

P.T.  22,  FF;  K.W.  0720005,  0785185 

National  Institute  of  Mental  Health 

Application  Receipt  Date:  June  10,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  THE 
INQUIRIES,  BELOW. 

PURPOSE 

This  RFA  of  a Minority  Fellowship  Program  (MFP)  in  psychiatry  is  to  encourage  applications  designed  to 
support  the  development  and  training  of  minority  psychiatrists  to  undertake  active,  productive  careers  in 
scientific  investigation  related  to  mental  health  and  mental  illness.  While  it  is  expected  that  these 
future  researchers  will  also  become  prominent  within  their  professions  at  large,  the  MFP  is  not  designed 
simply  to  support  postdoctoral  training  for  its  own  sake.  Outcomes  of  successful  MFP  training  include  the 
mastery  of  research  skills,  commitment  to  future  research  activity,  and  the  promise  of  future  achievement  in 
research  endeavors. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA, 
Minority  Fellowship  Program  in  Psychiatry,  is  related  to  the  priority  areas  of  mental  health  and  mental 
disorders  and  educational  and  communi ty- based  programs.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Domestic  public  and  private  non-profit  institutions  and  professional  and  scientific  organizations  and 
associations  may  apply.  Applicants  must  have  staff  and  facilities  suitable  for  implementing  a national 
program  to  recruit,  select,  and  place  minority  medical  or  psychiatric  trainees  in  graduate  departments  or 
programs  with  environments  appropriate  for  performing  high-quality  research  training  and  with  strong 
research  programs  in  any  of  the  areas  of  interest  to  NIMH  indicated  in  the  attachment. 

Individuals  selected  to  participate  by  the  Director  of  this  minority  fellowship  program  must  be  citizens  or 
noncitizen  nationals  of  the  United  States,  or  have  been  lawfully  admitted  to  the  United  States  for  permanent 
residence  and  have  in  their  possession  an  Alien  Registration  Receipt  Card  (1-151  or  1-551)  at  the  time  of 
entering  the  MFP.  Noncitizen  nationals  are  persons  born  in  lands  that  are  not  States  but  which  are  under 
U.S.  sovereignty,  jurisdiction,  or  administration  (e.g.,  American  Samoa).  Individuals  on  temporary  or 
student  visas  are  not  eligible.  For  the  purpose  of  this  RFA,  minority  trainees  include  American  Indian  or 
Alaskan  Natives,  Asian  or  Pacific  Islanders,  Blacks,  and  Hispanics.  Trainees  must  be  free  of  all  Federal 
debt . 
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The  predoctoral  trainees  must  have  received  a domestic  or  equivalent  foreign  baccalaureate  degree  from  an 
accredited  institution  as  of  the  date  of  appointment  to  the  MFP.  These  National  Research  Service  Award 
(NRSA)  fellowships  are  not  made  for  study  leading  directly  to  an  M.D.,  D.O.,  D.D.S.,  or  other  similar 
professional  degrees,  or  for  study  which  is  part  of  residency  training  leading  to  a medical  specialty. 
However,  this  fellowship  may  support  a specified  period  of  full-time  research  training  for  a medical  student 
or  for  a psychiatric  trainee  who  intends  to  pursue  a research  career.  Post  M.D.  trainees  supported  by  this 
program  should  have  no  more  than  10  years  of  postdoctoral  experience. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  using  the  Institutional  National  Research  Service  Award  (T32)  mechanism. 


FUNDS  AVAILABLE 

It  is  anticipated  that  a single  award  of  up  to  $550,000,  pending  availability  of  funds,  will  be  awarded; 
selection  for  funding  will  be  made  after  competitive  peer  review.  This  RFA  is  a one-time  solicitation. 

RESEARCH  OBJECTIVES 

Applicants  should  provide  a plan  for  the  proposed  MFP.  Considerable  flexibility  may  be  demonstrated  in 
designing  options  for  the  MFP,  but  each  aspect  must  be  carefully  described  in  terms  of  its  intent  and 
mechanism,  and  convincing  justification  must  be  provided  for  the  approach  being  taken.  The  following 
components  must  be  included: 

Program  Plan 

Applicants  should  present  a program  plan  for  an  MFP  in  Psychiatry,  including  the  overall  goals,  specific 
objectives,  and  number  of  trainees  to  be  supported.  The  plan  should  clearly  indicate  how  the  program  will 
recruit,  select,  and  place  minority  medical  students  or  psychiatric  trainees  in  appropriate  research 
training  programs  emphasizing  mental  health  research,  and  how  it  will  anticipate  and  deal  with  potential 
problems  which  may  be  encountered  in  program  implementation.  The  plan  should  also  indicate  how  the 
applicant  will  provide  ongoing  monitoring,  career  counseling,  or  other  support  to  help  ensure  that  MFP 
fellows  complete  their  research  training  and  enter  productive  research  careers  in  areas  relevant  to  mental 
health.  Finally,  the  plan  should  indicate  how  the  program  will  establish  networks  and  linkages  with  other 
mental  health  researchers:  Special  emphasis  should  be  given  to  how  the  training  will  prepare  the  fellows 
for  mental  health  research  careers. 

The  plan  should  provide  documentation  of  the  specific  research  training  needs  to  be  addressed  by  the 
program.  The  plan  should  make  clear  how  the  program  will  ensure  that  the  number  of  minority  persons  trained 
in  mental  health  areas  will  be  increased.  Considerable  latitude  is  allowed  to  applicants  in  order  to 
consider  the  best  strategy  for  an  MFP.  For  example,  a program  may  emphasize  additional  predoctoral  research 
training  for  medical  students  or  post -residency  fellowships  for  board-eligible  psychiatrists;  or  formal 
study  leading  to  a second  degree  (e.g.,  Master  of  Public  Health).  While  innovation  is  encouraged,  the 
applicant  must  describe  how  the  proposed  design  will  lead  to  the  overall  goal  of  providing  an  increased 
number  of  minority  psychiatrists  who  are  actively  engaged  in  research  careers. 

Program  Leadership 

The  program  director  of  the  applicant  organization  will  be  responsible,  with  the  assistance  of  an  MFP 
Advisory  Committee,  for  the  recruitment  and  selection  of  minority  trainees  and  for  their  placement  in 
appropriate  training  experiences  which  have  strong  research  and  research  training  in  mental  health;  for  the 
provision  of  needed  fiscal  and  other  support  during  their  fellowship  experience;  and  for  the  overall 
administration  of  the  research  training  program.  He/she  will  assist  the  prospective  fellows  in  the  selection 
of  training  institutions  or  programs  and  provide  counseling  on  research  curricula  offerings  which  will 
ensure  that  fellows  carry  out  research  in  mental  health  with  the  primary  objective  of  extending  their  skills 
and  knowledge  in  preparation  for  a research  career.  The  program  director  should  have  sufficient  research 
qualifications  and  experience  to  provide  genuine  leadership.  The  applicant  should  list  the  qualifications, 
experiences,  and  duties  of  the  MFP  Director,  including  his/her  curriculum  vita.  The  proposed  MFP  Director's 
research  qualifications  and  experiences  are  to  be  emphasized. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  June  10,  1993.  Applications  received  after  June  10  will  be  returned  to  the 
applicant  without  review. 

Applicants  are  to  use  and  follow  the  training  grant  instructions  accompanying  the  form  PHS  398  (rev.  9/91). 
Item  Number  2a  on  the  face  page  of  the  application  must  read:  "NIMH  MFP  in  Psychiatry."  Applications  must 
be  complete,  providing  all  information  called  for  by  the  instructions.  Competing  continuation  applications 
must  submit  complete  information  on  the  placement  and  career  development  performance  of  trainees  who  were 
supported  with  the  prior  award. 

The  RFA  label  available  in  the  application  form  PHS  398  must  be  affixed  to  the  bottom  of  the  face  page  of 
the  original  copy  of  the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the 
application  such  that  it  may  not  reach  the  review  committee  in  time  for  review. 

Applicants  should  not  assume  that  site  visits  will  be  made.  Site  visits  are  generally  made  only  in  those 
instances  where  information  cannot  be  provided  in  the  application  or  readily  obtained  by  mail  or  telephone. 
All  decisions  regarding  site  visits  will  be  made  by  NIMH  review  staff. 
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Completed  application  forms  are  to  be  submitted  to: 


Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

The  Division  of  Research  Grants  is  the  central  receipt  point  for  applications  to  all  Public  Health  Service 
(PHS)  programs. 

REVIEW  CONSIDERATIONS 

Training  grant  applications  are  reviewed  for  scientific  and  educational  merit  by  NIMH  initial  review  groups 
comprised  primarily  of  nongovernment  scientists  and  are  also  subject  to  the  review  and  recommendations  of 
the  National  Advisory  Mental  Health  Council.  Major  considerations  in  the  review  are  the  breadth,  depth, 
imagination,  suitability,  and  quality  of  the  plan  for  implementing  the  MFP;  qualifications,  capability,  and 
experience  of  the  program  director  and  the  organization  to  implement  the  plan;  qualifications  of  the  MFP 
Advisory  Committee;  plans  for  recruiting,  selecting,  and  placing  trainees  in  appropriate  research  training 
programs;  and  adequacy  of  the  facilities  and  resources.  Detailed  review  criteria  are  listed  in  the  RFA. 

INQUIRIES 

Applicants  are  encouraged  to  contact  NIMH  staff 

for  information  before  applying  for  an  award.  Requests  for  the  RFA  and  information  on  programmatic  issues 
may  be  directed  to: 

Leonard  Lash,  Ph.D. 

Division  of  Clinical  and  Treatment  Research 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  18C-26 
Rockville,  MD  20857 
Telephone:  (301)  443-3264 

For  information  on  grants  management  issues,  applicants  may  contact: 

Diana  T runnel l 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-23 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 

AUTHORITY  AND  REGULATIONS 

Awards  are  made  under  authority  of  Section  487  of  the  Public  Health  Service  Act  as  amended  (42  USC  288). 
This  program  in  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 


NIMH  CENTERS  FOR  BEHAVIORAL  SCIENCE  RESEARCH 


NIH  Guide.  Volume  22,  Number  12,  March  26,  1993 
RFA  AVAILABLE:  MH  93-08 

P.T.  04;  K.W.  0404000,  0414015,  0715095,  0785005 

National  Institute  of  Mental  Health 

Letter  of  Intent  Receipt  Date:  April  23,  1993 
Application  Receipt  Date:  June  24,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Mental  Health  (NIMH)  invites  applications  for  Centers  for  Behavioral  Science 
Research  (CBSR).  The  purpose  of  such  a Center  is  to  provide  a unified,  integrated  research  environment  in 
which  to  pursue  novel  and  focused  questions  in  basic  behavioral  science  related  to  mental  health.  It  is 
expected  that  this  mechanism  will  encourage  investigators  from  a variety  of  disciplines  and  approaches  to 
contribute  the  full  range  of  expertise  and  advanced  technologies  available  in  the  basic  behavioral  sciences. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  NIMH 
Centers  for  Behavioral  Science  Research,  is  related  to  the  priority  area  of  mental  health  and  mental 
disorder.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001  - 
00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  public  and  private  organizations,  such  as  universities,  colleges, 
hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the  Federal 
government.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

A CBSR  will  be  supported  by  the  Center  grant  mechanism  (P50),  which  provides  funding  for  multidisciplinary 
and  multi -investigator  approaches  to  the  investigation  of  specific  and  complex  research  problems  requiring 
the  application  of  diverse  expertise  and  methodologies.  Grants  will  be  administered  under  PHS  policies  and 
procedures. 

The  RFA  is  a one-time  solicitation.  Support  may  be  requested  for  a period  of  up  to  five  years.  Future 
unsolicited  competing  continuation  applications  will  compete  with  all  investigator- ini tiated  applications 
and  be  reviewed  according  to  the  customary  peer  review  procedures. 

FUNDS  AVAILABLE 

Up  to  $1  million  total  costs  will  be  available  in  fiscal  year  1993  to  support  one  or  two  centers,  with  an 
anticipated  average  total  cost  of  approximately  $500,000  per  award.  However,  the  exact  amount  of  funding 
available  will  depend  on  appropriated  funds,  the  quality  of  proposals,  and  program  priorities  at  the  time  of 
award. 

RESEARCH  OBJECTIVES 

The  basic  behavioral  sciences  are  comprised  of  a number  of  fields,  including  psychology,  sociology, 
anthropology,  and  linguistics;  each  of  these  fields  encompasses  a number  of  sub-fields  that,  in  turn,  are 
associated  with  a broad  range  of  conceptual  and  methodological  strategies.  Current  approaches  for  assessing 
behavioral  processes  range  from  macro-social  (e.g.,  social  class,  culture),  to  interactional  (e.g., 
interpersonal  and  group  behavior),  to  individual  psychological  processes  and  characteristics  (e.g., 
cognition,  emotion,  personality),  and  also  include  physiological  processes  that  influence  and  are  influenced 
by  behavioral  phenomena.  The  goal  of  the  CBSR  is  to  foster  integration  among  the  various  behavioral  science 
approaches  in  order  to  provide  a fuller  understanding  of  mental  health. 

A CBSR  is  expected  to  address  critical  questions  in  basic  behavioral  sciences  research  through  a 
multidisciplinary,  integrative,  and  highly  focused  research  program.  Expertise  and  technological  support 
must  be  available  in  the  Center  to  address  social,  psychological,  and  biobehavioral  levels  of  analysis  in 
the  design  and  execution  of  the  research  program.  See  the  RFA  for  descriptions  of  appropriate  research 
areas  and  of  important  Center  characteristics. 

To  provide  a suitable  structure  for  achieving  the  objectives  of  this  program,  a Center  may  request  funds,  in 
addition  to  support  for  research  projects,  for  the  institutional  environment,  and  for  the  augmentation  of 
existing  scientific  expertise.  See  the  RFA  for  more  information. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  human  subjects,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  basic  or  clinical  research  studies,  a specific  justification  for  this  exclusion  must  be  provided. 
Applications  without  such  documentation  will  not  be  accepted  for  review.  See  the  RFA  for  more  information 
on  this  requirement. 

LETTER  OF  INTENT 

Applicants  are  encouraged  to  submit  a letter  of  intent.  The  letter  should  include  a descriptive  title  of 
the  proposed  Center,  the  name,  address,  and  telephone  number  of  the  Center  Director,  names  of  other  key 
personnel,  and  participating  institutions. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of 
subsequent  applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  the 
applications.  The  letter  is  to  be  submitted  to  the  NIMH  program  contact  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

A major  requirement  for  a CBSR  is  the  conduct  of  multidisciplinary,  integrative  behavioral  research  on 
focused  questions  that  have  implications  for  mental  health;  the  nature  of  these  implications  must  be  stated 
clearly  in  the  application.  The  application  must  describe  the  hypotheses  to  be  tested,  and  the  goals  and 
approaches  for  the  CBSR.  In  addition,  the  proposal  should  clearly  articulate  the  reasons  a Center  approach 
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is  needed  for  the  proposed  work  as  well  as  the  unique  benefits  that  will  accrue  from  a Center.  See  the  RFA 
for  more  information  on  application  requirements. 

The  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  preparing  an  application  for  support. 
However,  the  applicants  should  follow  the  page  limitations  as  outlined  in  the  RFA.  The  form  PHS  398 
application  kit  is  available  through  the  applicant  institution's  office  of  sponsored  research;  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building, 
Room  449,  Bethesda,  MD  20892,  telephone  301/496-7441;  and  from  the  NIMH  program  contact  listed  under 
INQUIRIES. 

REVIEW  CONSIDERATIONS 

Appl  ications  submitted  in  response  to  the  RFA  will  be  reviewed  for  scientific  and  technical  merit  by  a 
special  review  committee  (SRC)  composed  primarily  of  non-Federal  scientists,  and  by  the  National  Advisory 
Mental  Health  Council.  See  the  RFA  for  a description  of  criteria  that  will  be  used  in  review. 

Recommendations  of  the  SRC  will  be  for  the  application  in  its  entirety.  Under  some  circumstances,  it  may  be 
appropriate  for  the  SRC  to  recommend  that  one  or  more  constituent  project(s)  not  be  funded. 

Schedule 

Letter  of  Intent  Receipt  Date: 

Appl  ication  Receipt  Date: 

Administrative  review: 

SRC  review: 

Advisory  Council  Review: 

Anticipated  Date  of  Award: 

AWARD  CRITERIA 

As  described  in  the  RFA,  award  criteria  will  be:  scientific  merit  of  the  research  program  as  determined  by 
peer  review;  responsiveness  to  the  objectives  outlined  in  the  RFA;  and  availability  of  research  funds  and 
the  competing  demands  of  other  research  funding  requirements. 

INQUIRIES 

Inquiries  from  potential  applicants  are  strongly  encouraged. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 
Mary  Ellen  Oliveri,  Ph.D. 

Division  of  Neuroscience  and  Behavioral  Science 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  11C-10 

Rockville,  MD  20857 

Telephone:  (301)  443-3942 

FAX:  (301)  443-4822 

E-mail:  0MR3NIHCU.BITNET 

Direct  inquiries  regarding  fiscal  matters  to: 

D i ana  T runne 1 1 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-23 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.242.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410),  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  as  implemented  through  Department  of  Health  and  Human  Services  regulations  at  45  CFR  part  100  or 
Health  Systems  Agency  review. 


April  23,  1993 
June  24,  1993 
June/July  1993 
July/August  1993 
September  13-14,  1993 
September  30,  1993 
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NEUROBIOLOGY  OF  COGNITION  AND  BEHAVIOR 


NIH  Guide.  Volume  22,  Number  12,  March  26,  1993 
RFA  AVAILABLE:  NS-93-002 

P.T.  34;  K.W.  0710085,  0414005,  0414015,  0705055 

National  Institute  of  Neurological  Disorders  and  Stroke 
National  Institute  on  Aging 

National  Institute  of  Child  Health  and  Human  Development 
National  Center  for  Nursing  Research 

Letter  of  Intent  Receipt  Date:  May  15,  1993 
Application  Receipt  Date:  July  14,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE 
PREPARATION  OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES, 
BELOW. 

PURPOSE 

The  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS),  the  National  Institute  on  Aging  (NIA), 
the  National  Institute  of  Child  Health  and  Human  Development  (NICHD),  and  the  National  Center  for  Nursing 
Research  (NCNR)  invite  applications  that  take  advantage  of  new  opportunities  for  research  into  understanding 
phenomena  in  the  central  nervous  system  essential  for  cognitive  and  behavioral  activity. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA, 
Neurobiology  of  Cognition  and  Behavior,  is  related  to  the  fundamental  research  areas  of  the  Decade  of  the 
Brain.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  public  and  private,  domestic  and  foreign,  for-profit  and  non-profit 
organizations,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local 
governments,  and  eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and 
women  are  encouraged.  Foreign  institutions  are  not  eligible  for  the  First  Independent  Research  Support  and 
Transition  (FIRST)  award  (R29). 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  project  (R01)  and  FIRST  awards 
(R29).  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely 
that  of  the  applicant.  The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA 
may  not  exceed  five  years.  Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA 
may  vary,  it  is  anticipated  that  the  size  of  the  awards  will  vary  also.  This  RFA  is  a one-time 
solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with  all 
investigator- ini tiated  applications  and  be  reviewed  according  to  customary  peer  review  procedures. 

FUNDS  AVAILABLE 

The  estimated  funds  available  for  the  first  year  of  support  for  the  entire  program  are  S2.9M  (including 
indirect  costs),  which  could  fund  about  14  projects,  if  a sufficient  number  of  applications  of  high 
scientific  merit  are  received.  The  contributions  of  the  individual  Institutes  are  NINDS  S2.0M,  NIA  $400K, 
NICHD  $300K,  and  NCNR  S200K.  Although  this  program  is  provided  for  in  the  financial  plans  of  NINDS,  NIA, 
NICHD,  and  NCNR,  awards  pursuant  to  the  RFA  are  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Additional  insights  into  the  neurobiology  of  mammalian  integrative  abilities  are  needed  in  order  to  advance 
significantly  our  understanding  of  complex  cognitive  and  behavioral  phenomena  across  the  developmental 
trajectory.  While  there  is  enthusiasm  among  scientists  about  the  opportunities  afforded  by  modern 
instrumentation,  there  is  skepticism  that  a sound  theory  has  yet  been  advanced  of  how  the  brain's 
neurophysiology  and  neurochemistry  produces  its  complex  cognitive  and  behavioral  activity. 

No  precise  integration  of  the  different  levels  of  investigation  may  be  possible  at  this  stage,  but 
intermediate  efforts  at  integration  are  appearing  and  must  be  encouraged.  This  RFA  is  meant  to  stimulate 
such  efforts.  The  objective  of  this  RFA  is  to  have  scientists  design  research  from  the  level  of 
neurochemistry  and  neurophysiology  to  the  level  of  whole  brain  function.  The  development  of  sound 
comprehensive  theory  underlying  cognition  and  behavior  would  be  a fitting  capstone  for  the  "Decade  of  the 
Brain." 
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STUDY  POPULATIONS 


SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a special  justification  for  this  exclusion  must  be  provided.  Applications 
without  such  documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  May  15,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in 
response  to  which  the  application  may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not 
binding,  and  does  not  enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains  is 
helpful  in  planning  for  the  review  of  applications.  It  allows  NINDS  staff  to  estimate  the  potential  review 
workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Herbert  C.  Lansdell  at  the  address  listed  under  INQUIRIES. 


APPLICATION  PROCEDURES 

Applications  must  be  received  by  July  14,  1993.  The  research  grant  application  form  PHS  398  (rev.  9/91)  is 
to  be  used  in  applying  for  these  grants.  These  forms  are  available  at  most  institutional  offices  of 
sponsored  research;  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of 
Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/496-7441;  and  from  the  program 
staff  listed  under  INQUIRIES. 

The  RFA  label  available  in  the  PHS  398  (rev.  9/91)  application  form  must  be  affixed  to  the  bottom  of  the 
face  page  of  the  application.  In  addition,  the  RFA  title  and  number  must  be  typed  on  line  2a  of  the 
application  and  the  YES  box  must  be  marked. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed 
photocopies,  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  DRG  and  responsiveness  by  the  NINDS. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration. 

Applications  may  be  triaged  by  an  NINDS  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NIH 
will  withdraw  from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify 
the  applicant  Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be 
competitive  will  undergo  further  scientific  merit  review.  Those  applications  that  are  complete  and 
responsive  will  be  evaluated  in  accordance  with  the  criteria  stated  in  the  RFA  for  scientific/technical 
merit  by  an  appropriate  peer  review  group  convened  by  NINDS.  The  second  level  of  review  will  be  provided  by 
the  National  Advisory  Councils  respectively  of  NINDS,  NIA,  NICHD,  and  NCNR. 

Review  criteria  for  RFAs  are  generally  the  same  as  those  for  unsolicited  research  grant  applications. 
INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues 
or  questions  from  potential  applicants  is  welcomed. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

Herbert  C.  Lansdell,  Ph.D. 

Division  of  Fundamental  Neurosciences 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  916 

Bethesda,  MD  20892 

Telephone:  (301)  496-5745 

FAX:  (301)  402-1501 

Norman  A.  Krasnegor,  Ph.D. 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

6100  Building,  Room  4B05 

Bethesda,  MD  20892 

Telephone:  (301)  496-6591 
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Deborah  Claman,  Ph.D. 

Neuroscience  and  Neuropsychology  of  Aging  Program 

National  Institute  on  Aging 

Gateway  Building,  Room  3C307 

Bethesda,  MD  20892 

Telephone:  (301)  496-9350 

FAX:  (301)  496-1494 

Hilary  D.  Sigmon,  Ph.D.,  R.N. 

Acute  and  Chronic  Illnesses 
National  Center  for  Nursing  Research 
Westwood  Building,  Room  752 
Bethesda,  MD  20892 
Telephone:  (301)  402-3290;  594-9606 
FAX:  (301)  402-2402 

Direct  inquiries  regarding  fiscal  matters  to: 

Angeline  Wilson 

Division  of  Extramural  Activities 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  1004 

Bethesda,  MD  20892 

Telephone:  (301)  496-9231 

FAX:  (301)  402-0219 

Margaret  Kuhn 

Grants  and  Contracts  Management  Office 

National  Institute  on  Aging 

Gateway  Building,  Room  2N212 

7201  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-1472 

FAX:  (301)  402-3672 

Donald  Clark 

Grants  Management  Branch 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8A01C 
Rockville,  MD  20892 
Telephone:  (301)  496-5001 

Sally  A.  Nichols 

Office  of  Administrative  Management 
National  Center  for  Nursing  Research 
Westwood  Building,  Room  748 
Bethesda,  MD  20892 
Telephone:  (301)  496-0237 

This  RFA  overlaps  with  funding  interests  of  the  National  Institute  of  Mental  Health  (NIMH).  The  NIMH  funds 
grants  to  study  cognition  and  behavior  through  the  regular  NIH  review  cycle  as  indicated  by  its  Extramural 
Research  Support  Programs  publication.  Further  information  can  be  obtained  from: 

Richard  K.  Nakamura,  Ph.D. 

Division  of  Neuroscience  and  Behavioral  Science 

National  Institute  of  Mental  Health 

Parklawn  Building,  Room  11-102 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-1576 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.361,  93.853,  93.854,  93.865, 
and  93.866.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public 
Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies 
and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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NATIONAL  RESEARCH  SERVICE  AWARDS  FOR  INDIVIDUAL  PREDOCTORAL  FELLOWSHIPS 


NIH  Guide.  Volume  22,  Number  12,  March  26,  1993 
PAR  NUMBER:  PAR-93-040 

P.T.  22;  K.U.  0720005,  0404000,  0404003,  0404009,  0715129 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
National  Institute  on  Drug  Abuse 
National  Institute  of  Mental  Health 

Application  Receipt  Dates:  April  5,  August  5,  December  5 

THIS  IS  A REVISION  OF  THE  PROGRAM  ANNOUNCEMENT  THAT  WAS  PUBLISHED  IN  THE  NIH  GUIDE,  VOL.  22,  NO.  3,  JANUARY 
22,  1993. 

PURPOSE 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA),  the  National  Institute  on  Drug  Abuse  (NIDA), 
and  the  National  Institute  of  Mental  Health  (NIMH)  provide  National  Research  Service  Awards  (NRSAs)  to 
individuals  for  research  training  in  specified  areas  of  behavioral  and  biomedical  research  in  order  to  help 
ensure  that  highly  trained  scientists  will  be  available  in  adequate  numbers  and  in  appropriate  research 
areas  and  fields  to  meet  the  nation's  alcohol,  drug  abuse,  and  mental  health  research  needs. 

Each  Institute  has  different  program  goals  and  initiatives;  therefore,  potential  applicants  should  contact 
the  appropriate  Institute  office,  listed  below,  prior  to  preparing  an  application,  to  obtain  the  full 
announcement  and  current  information  about  the  Institute's  interests  with  regard  to  fellowships. 

ELIGIBILITY  REQUIREMENTS 

Applicants  must  be  citizen  or  noncitizen  nationals  of  the  United  States,  or  have  been  lawfully  admitted  to 
the  United  States  for  permanent  residence  and  have  in  their  possession  an  Alien  Registration  Receipt  Card 
(1-151  or  1-551)  at  the  time  of  application.  Prior  to  formal  submission  of  a fellowship  application,  an 
applicant  must  arrange  for  appointment  to  an  appropriate  institution  and  acceptance  by  a sponsor  to 
supervise  the  research  training  experience.  The  institutional  setting  may  be  a domestic  or  foreign,  non- 
profit private  or  public  institution,  including  a Federal  laboratory.  The  sponsoring  institution  must  have 
the  availability  of  staff  and  facilities  to  provide  a suitable  environment  for  performing  high-quality  work. 

An  NRSA  may  not  be  held  concurrently  with  another  federally  sponsored  fellowship  or  similar  Federal  award 
that  provides  a stipend  or  otherwise  duplicates  provisions  of  the  NRSA.  An  individual  may  not  have  more 
than  one  NRSA  competing  application  pending  with  PHS  concurrently.  An  NRSA  recipient  may,  however,  accept 
concurrent  educational  remuneration  from  the  Veterans  Affairs  Department  and  loans  from  Federal  funds. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  is  the  NRSA  Individual  Fellowship  (F31  for  predoctorals),  intended  to  provide 
research  training  to  individuals  in  specified  areas  of  behavioral  and  biomedical  research.  Women  and 
minorities  are  encouraged  to  apply. 

Predoctoral  applicants  must  be  enrolled  in  a program  leading  to  a research  doctorate  such  as  the  Ph.D.  or 
D.Sc.  by  the  proposed  fellowship  activation  date.  Research  training  applied  toward  preparation  of  a 
dissertation  is  permitted.  NRSAs  are  not  made  for  study  leading  to  the  M.D.,  D.O.,  D.D.S.,  Psy.D.,  or 
similar  professional  degrees. 

Period  of  Support:  By  law,  an  individual  may  receive  no  more  that  five  years  of  support  in  the  aggregate  at 
the  predoctoral  level  under  the  NRSA  program,  including  any  combination  of  support  from  individual  and 
institutional  awards.  Recommendations  of  review  committees  are  generally  for  two  or  three  years  of  support 
for  individual  fellows.  However,  up  to  five  years  of  support  can  be  considered  with  adequate  justification. 

Stipends  and  Related  Costs:  The  annual  stipend  for  predoctoral  individuals  at  all  levels  is  $8,800.  The 
Tax  Reform  Act  of  1986,  Public  Law  99-514,  describes  the  tax  liability  of  all  persons  supported  under  the 
NRSA  program.  The  stipend  is  not  a payment  for  services  performed,  i.e.,  it  is  not  a salary.  The  stipend 
may  be  supplemented  by  the  sponsoring  institution  without  obligation  to  the  fellow.  PHS  grant  funds  may  not 
be  used  for  this  purpose.  An  institution  may  also  provide  additional  funds  to  a fellow  in  the  form  of 
compensation  (as  salary  and/or  tuition  remission)  for  services  such  as  teaching  or  serving  as  a laboratory 
assistant.  Under  no  circumstances  may  the  conditions  of  stipend  supplementation  or  the  services  provided 
for  compensation  interfere  with,  detract  from,  or  prolong  the  fellow's  training. 

An  allowance  of  $3,000  per  predoctoral  fellow  per  12-month  period  will  be  provided  to  the  non-Federal 
sponsoring  institution  to  help  defray  such  expenses  an  tuition  and  fees,  self-only  health  insurance, 
research  supplies,  equipment,  travel  to  scientific  meetings,  and  related  items.  The  allowance  is  provided 
only  upon  official  activation  of  the  award,  and  the  sponsoring  institution  is  expected  to  administer  the 
allowance  and  disburse  the  funds.  An  allowance  of  up  to  $2,000  per  12-month  period  for  scientific  meeting 
travel  expenses  and  appropriate  medical  insurance  is  available  for  the  predoctoral  fellow  sponsored  by  a 
Federal  laboratory.  The  allowance  may  be  used  only  for  training  related  expenses  for  the  individual 
awardee,  and  may  not  be  used  for  any  other  purpose. 

If  an  individual  fellow  is  not  enrolled  or  engaged  in  training  for  more  than  six  months  of  the  award  year, 
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any  amount  remaining  in  the  grant  must  be  refunded  to  the  PHS. 

TRAINING  OBJECTIVES 

The  applicant  should  provide  evidence  of  demonstrated  potential  for  a productive  research  career  based  upon 
the  quality  of  previous  research  training  and  academic  record.  The  applicant  must  propose  a research 
training  program,  which  falls  into  one  of  the  research  areas  described  in  detail  in  the  attachment  to  the 
announcement.  The  research  training  experience  must  provide  enhancement  in  conceptualization  of  research 
problems  and  in  research  skills,  under  the  guidance  and  supervision  of  a committed  sponsor  who  is  an  active 
and  competent  investigator  in  the  area  of  the  applicant's  proposed  research.  The  research  training  program 
should  be  carried  out  in  an  environment  rich  in  the  resources,  human  and  technical,  and  which  is 
demonstrably  committed  to  research  training  and  to  the  particular  program  proposed  by  the  applicant  to 
enable  the  applicant  to  grow  as  a creative  scientist. 

The  application  must  include  evidence  that  training  in  the  principals  of  responsible  scientific  conduct  will 
be  incorporated  in  the  research  experience  of  each  fellow. 

SPECIAL  REQUIREMENTS 

Payback  Requirement:  Recipients  must  agree  to  engage  in  health-related  research  and/or  health  related 
teaching  for  a period  equal  to  the  period  of  NRSA  support  in  excess  of  12  months.  Activities  carried  out 
while  supported  by  NRSAs  may  not  be  used  to  fulfill  the  payback  requirement. 

Awards  must  be  activated  within  six  months  of  receipt  of  award  notice.  No  funds  may  be  disbursed  until  the 
individual  has  started  training  under  the  award  and  an  Activation  Notice  (PHS  416-5)  and  a Payback  Agreement 
(PHS  6031)  have  been  submitted  to  PHS. 

STUDY  POPULATIONS 

Applicants  for  fellowships  that  involve  human  subjects  are  required  to  include  minorities  and  both  genders 
in  study  populations.  This  policy  applies  to  all  research  involving  human  subjects  and  human  materials,  and 
applies  to  males  and  females  of  all  ages. 

APPLICATION  PROCEDURES 

Prospective  applicants  should  contact  the  relevant  Institute  office  (see  below)  for  a copy  of  the  complete 
program  announcement  and  for  information  regarding  preapplication  consultation  and  the  application  process. 
The  special  Individual  National  Research  Service  Award  kit,  (PHS  416-1  rev.  10/91)  must  be  used  in  applying 
for  fellowships.  These  forms  are  normally  available  from  the  institutional  office  of  sponsored  research  or 
its  equivalent.  If  not  available  locally,  forms  may  be  obtained  from  the  offices  listed  at  the  end  of  this 
announcement. 

The  number  of  this  Program  Announcement  (PAR-93-040)  must  be  typed  in  Item  3 on  the  face  page  of  the 
application  form.  Applications  will  be  accepted  on  April  5,  August  5,  and  December  5.  Applications  received 
after  these  receipt  dates  are  subject  to  assignment  to  the  next  cycle  or  may  be  returned  to  the  applicant. 

An  original  and  two  copies  of  the  completed  and  signed  application  are  to  be  submitted  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Uestwood  Building,  Room  240 
Bethesda,  MD  20892 

At  least  three  completed  letters  of  reference  in  sealed  envelopes  must  be  attached  to  the  application. 
Applications  without  the  required  number  of  reference  letters  will  be  returned  without  review. 

REVIEW  CONSIDERATIONS 

Individual  NRSA  fellowship  applications  are  reviewed  for  scientific,  technical,  and  educational  merit  by 
Institute  initial  review  groups  composed  primarily  of  nongovernment  scientists.  Major  considerations  in  the 
review  are  the  applicant's  potential  for  a productive  scientific  career,  the  need  for  the  proposed  training 
requested,  and  the  probability  that  the  research  training  proposal  will  meet  that  need.  The  individual 
applicant,  the  research  training  plan,  the  sponsor  and  institutional  environment,  and  the  sponsor's 
endorsement  and  letters  of  reference  are  all  considered  in  the  review.  Detailed  review  criteria  are  listed 
in  the  full  announcement.  A second  level  of  review  is  provided  by  a committee  of  Institute  staff  members. 

AUARD  CRITERIA 

The  responsibility  of  award  decisions  resides  solely  with  authorized  program  staff  of  the  Institutes.  The 
following  criteria  will  be  used  in  making  award  decisions:  (1)  overall  merit  of  the  application;  (2) 
relevance  of  the  application  to  the  research  priorities  of  the  awarding  institute  and  program  balance;  (3) 
availability  of  funds. 
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INQUIRIES 


The  full  Program  Announcement  and  the  application  kit  may  be  obtained  from  any  of  the  following  offices: 


National  Institute  on  Alcohol  Abuse  and  Alcoholism 
National  Clearinghouse  for  Alcohol  and  Drug  Information 
P.O.  Box  2345 
Rockville,  MD  20847-2345 

Telephone:  (301)  4468-2600  or  1- (800) -729-6686 

National  Institute  on  Drug  Abuse 
Grants  Management  Branch 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

National  Institute  of  Mental  Health 
Grants  Management  Branch 
5600  Fishers  Lane,  Room  7C-05 
Rockville,  MD  20857 
Telephone:  (301)  443-4414 


3 1496  00528  7936 


Inquiries  regarding  grants  management  may  be  directed  to  the  National  Institute  of  Mental  Health  address 
given  above. 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.272,  93.278,  93.282.  Awards 
will  be  made  under  the  authority  of  Section  487  of  the  Public  Health  Service  Act,  as  amended  (42  U.S.C.  288) 
and  administered  in  accordance  with  the  PHS  Grants  Policy  Statement  revised  October  1990. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF 
HEALTH.  APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


CLINICAL  OPERATIONS  CONTRACT  FOR  MEDICATIONS  DEVELOPMENT  PROGRAM  (RFP  N01DA-3-8400)  1 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

ACQUISITION  OF  DATA  FOR  ESTABLISHING  AND  IMPROVING  STRATEGIES  FOR  TRANSPLANTATION  OF  BONE  MARROW 

(BAA  NIH-NIAID-DAIT-BAA-93-26)  2 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

PNEUMOCOCCAL  REFERENCE  LABORATORY  (RFP  NIH-NIAID-DMID-94-13)  3 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

CONSTRUCTION  HEALTH  AND  SAFETY  (OH-93-Q01)  3 

National  Institute  for  Occupational  Safety  and  Health 
INDEX:  OCCUPATIONAL  SAFETY,  HEALTH 

NATIONAL  RESOURCE  FOR  TRANSGENIC  ANIMALS  (RFA  RR-93-002)  6 

National  Center  for  Research  Resources 
INDEX:  RESEARCH  RESOURCES 


ONGOING  PROGRAM  ANNOUNCEMENTS 

RESEARCH  SUPPLEMENTS  TO  PROMOTE  REENTRY  INTO  BIOMEDICAL  AND  BEHAVIORAL  RESEARCH  CAREERS  (PA-93-067)  ...  9 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

THE  HUMAN  BRAIN  PROJECT:  PHASE  I FEASIBILITY  STUDIES  (PA-93-068)  14 

National  Institute  of  Mental  Health 
National  Institute  on  Drug  Abuse 
National  Science  Foundation 
National  Institute  on  Aging 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  on  Deafness  and  Other  Communication  Disorders 
National  Center  for  Research  Resources 
National  Library  of  Medicine 
Office  of  Naval  Research 

National  Aeronautics  and  Space  Administration 

INDEX:  MENTAL  HEALTH;  DRUG  ABUSE;  NATIONAL  SCIENCE  FOUNDATION;  AGING;  CHILD  HEALTH,  HUMAN  DEVELOPMENT, 

DEAFNESS,  COMMICATION  DISORDERS;  RESEARCH  RESOURCES;  NATIONAL  LIBRARY  OF  MEDICINE;  NAVAL  RESEARCH;  AERONAUTICS, 
SPACE  ADMINISTRATION 


This  publication  is  also  available  electronically  to  institutions  via  BTTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  tor  details. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

CLINICAL  OPERATIONS  CONTRACT  FOR  MEDICATIONS  DEVELOPMENT  PROGRAM 

NIH  Guide.  Volume  22,  Number  13,  April  2,  1993 
RFP  AVAILABLE:  N01DA-3-8400 
P.T.  34;  K.U.  0785035,  0740025 
National  Institute  on  Drug  Abuse 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  soliciting  proposals  from  organizations  capable  of  selecting 
sites  for  the  conduct  of  clinical  trials  and  supervising  their  operation.  These  will  be  Phase  I and  II  trials, 
primarily  for  the  treatment  of  cocaine  and  opiate  addiction  under  the  current  Food  and  Drug  Administration  (FDA) 
regulations  and  Good  Clinical  Practice  (GPC)  guidelines.  Performance  of  the  work  shall  involve:  protocol 
development  and  review;  solicitation  and  recruitment  of  a network  of  qualified  clinical  trial  centers;  obtaining 
FDA  registration,  DEA  registration,  and  ongoing  regulatory  compliance;  initiation,  coordination,  monitoring, 
and  management  of  clinical  trials;  selection  of  a central  pharmacy  and  supervision  of  the  distribution  of 
clinical  supplies;  selection  of  a central  laboratory  to  accomplish  the  routine  laboratory  tests  (e.g.,  CBC, 
urinalysis)  performed  at  the  clinical  center;  data  management;  clinical  and  statistical  analysis;  and 
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preparation  of  a written  study  summary  report  of  adequate  quality  to  support  NDA  submission(s).  The  nature  of 
the  clinical  trials  will  be  to  determine  the  tolerated  dose  range,  the  dosing  regimen,  the  safety  profile,  and 
estimates  of  pharmacokinetics  and  pharmacodynamic  parameters.  The  contractor  also  will  evaluate  the  efficacy 
of  the  investigational  compounds  or  marketed  medications.  Estimated  issuance  date  of  RFP  No.  N01DA-3-8400  is 
April  16,  1993,  and  responses  are  due  to  be  received  by  the  Contracting  Officer  45  calendar  days  thereafter. 
The  NIDA  plans  to  make  one  award  from  this  solicitation. 

INQUIRIES 

Written  requests  are  to  be  forwarded  to: 

Kenneth  E.  Goodling,  Contract  Specialist 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10-49 
5600  Fishers  Lane 
Rockville,  MD  20857 

This  advertisement  does  not  commit  the  Government  to  make  an  award. 


ACQUISITION  OF  DATA  FOR  ESTABLISHING  AND  IMPROVING  STRATEGIES  FOR  TRANSPLANTATION  OF  BONE  HARROW 

NIH  Guide.  Volume  22,  Number  13,  April  2,  1993 
BAA  AVAILABLE:  NIH-NIAID-DAIT-BAA-93-26 
P.T.  34;  K.W.  0745065,  1002004,  1002008,  0710125 
National  Institute  of  Allergy  and  Infectious  Diseases 

The  Basic  Immunology  and  the  Genetics  and  Transplantation  Branches  of  the  Division  of  Allergy,  Immunology  and 
Transplantation  (DAIT),  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  promote  and  support 
research  leading  to  a better  understanding  of  the  development  of  the  immune  system  and  the  fundamental  cellular 
and  molecular  biology  of  immune  responses  in  health  and  disease.  The  focus  of  the  Broad  Agency  Announcement 
(BAA)  is  on  basic  research  that  will  serve  to  acquire  the  data  necessary  for  advancing  clinical  protocols  for 
successful  bone  marrow  transplantation  and  effective  therapeutic  treatment  for  GVHD . Offerors  are  encouraged 
to  submit  proposals  relevant  to  any  one  of  the  general  areas  of  research  interest  described  in  the  BAA  in 
accordance  with  the  instructions  in  the  BAA.  Topics  include:  Development  of  an  experimental  model  for  bone 
marrow  transplantation  using  isolated  hematopoietic  stem  cells;  development  of  in  vitro  culture  methods  of  stem 
cells  to  study  the  cellular  and  molecular  nature  of  purified  stem  cells  with  the  ultimate  goal  of  ex  vivo 
expansion  (self  renewal);  establishment  of  pre  and/or  post  transplant  conditioning  regimens  for  BM  engraftment; 
characterization  of  immunological  mechanisms  responsible  for  failure  or  rejection  of  transplanted  BM;  and 
development  of  prophylactic  conditioning  or  therapeutic  regimens  for  GVHD. 

Several  contract  awards  are  anticipated  as  a result  of  this  announcement.  It  is  anticipated  that  the  awards 
will  be  made  on  a cost  reimbursement  basis  over  a multi-year  period.  Awards  will  be  subject  to  DHHS  regulations 
regarding  the  use  of  laboratory  animals  and/or  human  subjects  in  research.  The  issuance  of  the  BAA  was  February 
22,  1993  and  proposals  are  due  on  May  10,  1993  at  4:00  p.m. 

INQUIRIES 

To  receive  a copy  of  the  BAA,  submit  a written  request  along  with  two  self-addressed  mailing  labels  to: 

Rosemary  McCabe  Hamill,  Contracting  Officer 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  3C07 
6003  Executive  Boulevard 
Bethesda,  MD  20892 

Telephone  inquiries  will  not  be  honored  and  all  inquiries  must  be  in  writing.  Any  responsible  offeror  may 
submit  a proposal  that  will  be  considered  by  the  Government.  This  advertisement  does  not  commit  the  Government 
to  award  a contract. 
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PNEUMOCOCCAL  REFERENCE  LABORATORY 


NIH  Guide.  Volume  22,  Number  13,  April  2,  1993 
RFP  AVAILABLE:  NIH-NIAID-DMID-94-13 
P.T.  34;  K.W.  1002027,  0780005 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Respiratory  Diseases  Branch,  Division  of  Microbiology  and  Infectious  Diseases,  National  Institute  of  Allergy 
and  Infectious  Diseases  (NIAID)  has  a requirement  for  a pneumococcal  reference  laboratory  that  will:  (1) 
contribute  to  the  development  and  optimization  of  a standardized  pneumococcal  antibody  assay,  (2)  serve  as  a 
reference  center  through  which  assays  will  be  standardized  for  the  vaccine  community,  (3)  prepare  antigens  and 
reagents,  and  (4)  perform  serological  assays.  This  contract  will  also  make  available  antigens  and  critical 
reagents  for  Hib  assays.  It  is  anticipated  that  one  award  will  be  made  on  a cost- reimbursement  basis  over  a 
four-year  period.  The  award  may  be  subject  to  DHHS  regulations  regarding  the  use  of  laboratory  animals  and/or 
human  subjects  in  research. 

INQUIRIES 

To  receive  a copy  of  the  RFP,  submit  a written  request  along  with  two  self-addressed  mailing  labels  to: 

Rosemary  McCabe  Hamill,  Contracting  Officer 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Solar  Building,  Room  3C07 
6003  Executive  Boulevard 
Bethesda,  MD  20892 

Telephone  inquiries  will  not  be  honored  and  all  inquiries  must  be  in  writing.  This  RFP  will  be  available  on 
or  about  April  5,  1993  and  proposals  will  be  due  in  this  office  by  4:00  p.m.  on  June  30,  1993.  Any  responsible 
offeror  may  submit  a proposal  that  will  be  considered  by  the  Government.  This  advertisement  does  not  commit  the 
Government  to  award  a contract. 


CONSTRUCTION  HEALTH  AND  SAFETY 


NIH  Guide.  Volume  22,  Number  13,  April  2,  1993 
RFA  AVAILABLE:  OH-93-OOI 
P.T.  02;  K.U.  0725020 

National  Institute  for  Occupational  Safety  and  Health 

Letter  of  Intent  Receipt  Date:  April  30,  1993 
Application  Receipt  Date:  June  8,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Centers  for  Disease  Control  and  Prevention  (CDC),  National  Institute  for  Occupational  Safety  and  Health 
(NIOSH),  is  soliciting  grant  applications  for  research  and  demonstration  projects  relating  to  occupational 
safety  and  health  in  the  construction  industry. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Construction  Health 
and  Safety,  is  related  to  the  priority  area  occupational  safety  and  health.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 

Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Eligible  applicants  include  domestic  and  foreign  non-profit  and  for-profit  organizations,  universities, 
colleges,  research  institutions,  and  other  public  and  private  organizations,  including  State  and  local 
governments  and  small,  minority  and/or  woman-owned  businesses.  Applicants  for  the  Special  Emphasis  Research 
Career  Award  (SERCA)  grants  (KOI)  must  be  employed  at  a domestic  institution;  and  be  citizens  or  non-citizen 
nationals  of  the  U.S.  or  its  possessions  or  territories  or  must  have  been  lawfully  admitted  to  the  U.S.  for 
permanent  residence  at  the  time  of  application.  Applicants  for  small  grants  (R03)  must  be  U.S.  citizens  or 
non-ci tizen  U.S.  nationals  who  are  predoctoral  students,  post-doctoral  researchers  (within  three  years  fol  lowing 
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completion  of  doctoral  degree  or  completion  of  residency  or  public  health  training),  and  junior  faculty  members 
(no  higher  than  assistant  professor). 

FUNDS  AVAILABLE 

$1,000,000  is  set  aside  for  new  projects  addressing  hazards  in  the  construction  industry.  SERCA  (KOI)  grants 
may  not  exceed  $50,000  per  year  in  direct  costs  for  salary  support  (plus  fringe  benefits),  technical  assistance, 
equipment,  supplies,  consultant  costs,  domestic  travel,  publications,  and  other  costs.  Small  grants  (R03)  may 
not  exceed  $25,000  per  year  in  direct  costs  for  salary  support  (plus  fringe  benefits),  technical  assistance, 
equipment,  supplies,  consultant  costs,  domestic  travel,  publications,  and  other  costs. 

MECHANISMS  OF  SUPPORT 

The  support  mechanisms  for  this  program  are  the  individual  research  project  grants  (R01);  demonstration  project 
grants  (R18);  Special  Emphasis  Research  Career  Award  (SERCA)  grants  (KOI);  and  small  grants  (R03).  A more 
detailed  description  of  each  of  these  mechanisms  is  given  in  the  RFA. 

RESEARCH  OBJECTIVES 

The  NIOSH  program  priorities  applicable  to  this  RFA  are  occupational  lung  disease,  musculoskeletal  injuries, 
occupational  cancers,  severe  occupational  traumatic  injuries,  cardiovascular  diseases,  disorders  of 
reproduction,  neurotoxic  disorders,  noise- induced  loss  of  hearing,  dermatologic  conditions,  psychological 
disorders,  control  techniques,  respirator  research.  These  priority  areas  represent  the  leading  diseases  and 
injuries  related  to  risks  on  the  job,  and  NIOSH  intends  to  support  projects  that  facilitate  progress  in 
preventing  such  adverse  effects  among  construction  workers.  Investigators  may  also  apply  in  other  areas  related 
to  construction  safety  and  health,  but  the  rationale  for  the  significance  of  the  research  to  construction  must 
be  developed  in  the  application. 

Construction  workers  suffer  far  more  serious  injuries  and  fatalities  than  the  general  work  force  population. 
They  die  from  work-related  trauma  at  a rate  three  times  the  national  average  for  workers  in  all  industrial 
sectors;  they  suffer  disproportionately  from  nonfatal  injuries,  from  lung  diseases,  musculoskeletal  disorders, 
hearing  loss,  and  dermatologic  conditions.  For  the  construction  industry,  the  national  cost  from  lost 
production,  medical  care,  workers'  compensation,  and  related  claims,  is  very  high.  Workers'  compensation 
insurance  premiums  alone  cost  $7  billion  annually. 

The  construction  industry  is  faced  with  unique  safety  and  health  problems  that  require  special  attention. 
Construction  workers  must  perform  work  in  an  environment  containing  a variety  of  hazardous  energy  sources.  They 
often  work  in  the  presence  of  excessive  noise  levels  and  with  tools  and  equipment  that  produce  potentially 
hazardous  vibrations;  perform  repetitive,  forceful  motions  and  assume  awkward  working  postures;  frequently  use 
a variety  of  toxic  and  volatile  substances;  and  must  cope  with  the  complications  of  frequently  changing  work 
sites  with  multiple  employers  and  work  crews  engaged  in  separate  concurrent  activities,  while  being 
self-supervised  during  much  of  the  day. 

Construction  includes  not  only  the  building  of  new  structures,  but  also  the  destruction  or  renovation  of 
existing  structures.  Thus,  the  potential  hazards  may  be  new  or  old,  known  or  unknown,  and  simple  or  complex 
to  control.  A complete  picture  of  the  extent  and  severity  of  the  adverse  effects  is  not  available,  but  a 
partial  list  of  concerns  is  as  follows: 

1.  Lung  diseases  resulting  from  exposure  to  asbestos,  man-made  mineral  fibers,  silica,  and  other  agents  that 
lead  to  cancer  and  chronic  obstructive  pulmonary  disease 

2.  Injuries  caused  by  falls,  electricity,  person-  machine  interactions,  and  environmental  conditions 

3.  Cumulative  trauma,  vibration- induced  disorders,  and  osteoarthritis 

4.  Skin  disorders  caused  by  irritants,  allergens,  and  photosensitization 

5.  Systemic  toxicity  from  lead,  cadmium,  solvents,  and  other  "poisons" 

6.  Noise- induced  hearing  loss 

Potential  applicants  with  questions  concerning  the  acceptability  of  their  proposed  work  are  strongly  encouraged 
to  contact  the  program  staff  listed  under  INQUIRIES. 

STUDY  POPULATIONS 

Applicants  are  required  to  give  added  attention  (where  feasible  and  appropriate)  to  the  inclusion  of  minorities 
and/or  women  study  populations  for  research  into  the  etiology  of  diseases,  research  in  behavioral  and  social 
sciences,  clinical  studies  of  treatment  and  treatment  outcomes,  research  on  the  dynamics  of  health  care  and  its 
impact  on  disease,  and  appropriate  interventions  for  disease  prevention  and  health  promotion.  Exceptions  would 
be  studies  of  diseases  which  exclusively  affect  males  or  where  involvement  of  pregnant  women  may  expose  the 
fetus  to  undue  risks.  If  minorities  and/or  women  are  not  included  in  a given  study,  a clear  rationale  for  their 
exclusion  must  be  provided. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  April  30,  1993,  a letter  of  intent  that  includes  a reference  to 
the  number  and  title  of  this  RFA,  a descriptive  title  of  the  proposed  effort,  the  name  and  address  of  the 
Principal  Investigator,  the  names  of  other  key  personnel,  and  the  participating  institutions.  The  letter  of 
intent  is  requested  in  order  to  provide  an  indication  of  the  number  and  scope  of  applications  to  be  reviewed. 
This  letter  of  intent  does  not  commit  the  sender  to  submit  an  application,  nor  is  it  a requirement  for 
submission  of  an  application.  The  letter  of  intent  is  to  be  sent  to  Dr.  Roy  M.  Fleming  at  the  address  listed 
under  INQUIRIES. 


APPLICATION  PROCEDURES 

Applications  submitted  in  response  to  this  RFA  must  be  received  on  June  8,  1993.  Applications  are  to  be 
submitted  on  form  PHS  398  (rev.  9/91).  State  and  local  government  applicants  may  use  form  PHS  5161-1  (rev. 
7/92);  however,  form  PHS  398  is  preferred.  Forms  are  available  from  the  contacts  listed  under  INQUIRIES  and 
from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood 
Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594-7248. 

The  RFA  label  available  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page  of  the 
application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may 
not  reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  title  and  number  (OH-93-OOI, 
CONSTRUCTION  HEALTH  AND  SAFETY)  must  be  typed  on  line  2a  of  the  face  page  of  the  application  form  PHS  398  (or 
the  top  of  the  face  page  of  the  PHS  5161-1)  and  the  YES  box  must  be  marked."  The  original  and  five  copies  of 
the  PHS  398  or  the  original  and  two  copies  of  the  PHS  5161-1  application  must  be  submitted  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

The  timetable  for  receiving  applications  and  awarding  grants  in  fiscal  year  1993  is  given  below. 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 
Initial  Review: 

Secondary  Review 

Earliest  Possible  Start  Date: 


April  30,  1993 
June  8,  1993 
August  1993 
September  1993 
September  30,  1993 


Applications  must  be  received  on  the  above  receipt  date.  To  guard  against  problems  caused  by  carrier  delays, 
retain  a legible  proof-of-mai ling  receipt  from  the  carrier,  dated  no  later  than  one  week  prior  to  the  receipt 
date.  Applicants  must  follow  the  guidance  provided  in  the  application  package. 


REVIEW  CONSIDERATIONS 


The  initial  (peer)  review  is  based  on  scientific  merit  and  significance  of  the  project,  competence  of  the 
proposed  staff  in  relation  to  the  type  of  research  involved,  feasibility  of  the  project,  likelihood  of  its 
producing  meaningful  results,  appropriateness  of  the  proposed  project  period,  adequacy  of  the  applicant's 
resources  available  for  the  project,  and  appropriateness  of  the  budget  request. 

AWARD  CRITERIA 


Applicants  will  compete  for  available  funds  with  all  other  approved  applications  assigned  to  NIOSH.  The 
following  will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome.  Direct  requests  for  the  RFA,  inquiries  regarding  programmatic  issues,  and  address  the 
letter  of  intent  to: 

Roy  M.  Fleming,  Sc.D. 

National  Institute  for  Occupational  Safety  and  Health 

Centers  for  Disease  Control  and  Prevention 

1600  Clifton  Road,  NE 

Building  1,  Room  2053,  Mail  Stop  D-30 

Atlanta,  GA  30333 

Telephone:  (404)  639-3343 
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For  business  information  contact: 

Ms.  Carole  J.  Tully 
Grants  Management  Branch 

National  Institute  for  Occupational  Safety  and  Health 

Centers  for  Disease  Control  and  Prevention 

255  E.  Paces  Ferry  Road,  NE 

Room  300,  Mail  Stop  E-09 

Atlanta,  GA  30305 

Telephone:  (404)  842-6880 

AUTHORITY  AND  REGULATIONS 

This  program  is  authorized  under  the  Public  Health  Service  Act,  as  amended,  Section  301  (42  U.S.C.  241);  the 
Occupational  Safety  and  Health  Act  of  1970,  Section  20  (a)(29  U.S.C.  669[a]);  and  the  Federal  Mine  Safety  and 
Health  Amendments  Act  of  1977,  as  amended,  Section  501(30  U.S.C.  951).  The  applicable  program  regulations  are 
in  42  CFR  Part  52.  Applications  are  not  subject  to  review  as  governed  by  Executive  Order  12372, 
Intergovernmental  Review  of  Federal  Programs.  The  Catalog  of  Federal  Domestic  Assistance  number  is  93.262. 
This  program  is  not  subject  to  the  Public  Health  System  Reporting  Requirements. 


NATIONAL  RESOURCE  FOR  TRANSGENIC  ANIMALS 

NIH  Guide.  Volume  22,  Number  13,  April  2,  1993 
RFA  AVAILABLE:  RR-93-002 
P.T.  34;  K.U.  1002002,  1002019 
National  Center  for  Research  Resources 
Application  Receipt  Date:  June  23,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Center  for  Research  Resources  (NCRR)  invites  applications  to  establish  National  Resource(s)  for 
Transgenic  Animals,  to  be  awarded  competitively  in  Fiscal  Year  1993. 

The  primary  objectives  of  this  initiative  are  to:  (1)  create  a repository  of  embryos  of  transgenic  rodents  and 
lagomorphs  and  (2)  conduct  research  to  perfect  cryopreservation  methods  for  important  animal  species.  This 
award  will  establish  a resource  center  where  embryos  are  preserved,  maintained  (banked),  and  distributed;  where 
transgenic  animals  are  produced  at  request  from  the  maintained  embryos;  and  where  research  is  conducted  on 
cryopreservation  techniques. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  laboratories,  hospitals,  or  medical  centers.  Applications  from  foreign  institutions 

are  ineligible  for  the  P40  mechanism.  Applicant  institutions  must  demonstrate  an  established  research  and 

resource  base  in  areas  related  to  the  RFA.  Underrepresented  minorities,  persons  with  disabilities,  and  women 
are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

Grants  awarded  in  response  to  this  initiative  will  be  via  the  NCRR  Animal  (Mammalian  and  Nonmammalian  Model), 
and  Animal  and  Biological  Material  Resource  Grant  (P40)  mechanism.  Responsibility  for  the  planning,  direction, 
and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Awards  will  be  administered  under 
Public  Health  Service  (PHS)  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement  and  in  this  RFA. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with 
all  investigator-initiated  applications  and  will  be  reviewed  according  to  the  customary  peer  review  procedures. 
The  total  project  period  for  applications  submitted  in  response  to  the  RFA  may  not  exceed  five  years  and  is 
renewable.  The  earliest  expected  award  date  is  September  30,  1993.  Applicants  must  limit  their  requests  to 
not  more  than  $350,000  direct  costs  for  the  initial  budget  period.  Future  budget  period  escalations  may  not 

exceed  a four  percent  increase  over  the  previous  budget  period. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  support  for  this  activity  are  approximately 
$1,000,000.  It  is  anticipated  that  one  or  two  awards  will  be  made  in  FY  93  with  an  average  size  of 
approximately  $500,000  total  costs.  However,  the  specific  number  of  awards  will  depend  upon  the  scientific 
merit  and  scope  of  the  applications  received  and  the  availability  of  funds. 
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RESEARCH  OBJECTIVE 


Background 

The  laboratory  mouse  is  presently  the  most  widely  used,  available,  and  economical  animal  model  used  in 
biomedical  research  and,  in  particular,  transgenic  research.  In  addition  to  the  many  traditional  mutant  mouse 
strains,  hundreds  of  additional  strains  of  mice  have  been  created  in  recent  years  through  transgenic  technology. 
The  methods  presently  available  to  preserve,  maintain,  and  produce  this  proliferating  number  of  strains  include 
active  breeding  programs  and  embryo  cryopreservation.  Breeding  is  expensive  and  often  duplicative. 
Cryopreservation  of  embryos  is  less  expensive,  but  is  technologically  intensive  and  heavily  dependent  on  mouse 
husbandry.  These  handicaps  are  clearly  resulting  in  the  loss  of  many  strains  and  limiting  access  to  other 
users.  The  development  of  refined  technology  for  harvesting  and  successfully  cryopreserving  mouse  sperm  and 
reconstitution  of  strains  through  in  vitro  fertilization  or  artificial  insemination  and  relatively  simple 
breeding  procedures  offer  a very  promising  alternative  to  the  current  situation. 

Objectives 

The  objective  of  this  RFA  is  to  initiate  a long-term,  stable,  integrated  program  for  safeguarding  national 
research  animal  resources  of  importance  to  research  projects  sponsored  by  the  PHS.  This  initiative  will: 

(1)  Provide  support  to  a limited  number  of  centers  to  serve  as  multi-categorical  research  and  service  resources 
for  the  preservation  and  supply  of  transgenic  rodent  and  lagomorph  strains.  These  centers  are  to  be  regional 
in  nature,  and  serve  users  throughout  the  United  States. 

(2)  Encourage  applied  research  on  the  development  of  improved  techniques  for  cryopreservation  of  eggs,  sperm, 
and  embryos  of  numerous  rodent  and  lagomorph  species. 

(3)  Incorporate  the  resources/equipment  for  the  freezing  and  maintenance  of  embryos,  sperm,  and  eggs  of 
transgenic  animals,  and  provide,  on  a full  cost  recovery  basis,  live  animals  from  the  embryos.  A plan  will  be 
developed  that  describes  the  cost  recovery  procedures  to  be  implemented. 

(4)  Provide  a means  for  more  extensive  and  long  term  support  to  maintain  the  embryos  of  those  rodent  and 
lagomorph  species  and  models  considered  to  be  of  national  importance  and  that  cannot  be  preserved  through 
alternate  methods. 

(5)  Establish  a national  advisory  committee  to  review,  plan,  and  prioritize  national  needs  for  preservation  of 
important  laboratory  animal  resources.  This  committee  will  also  act  as  a central  point  for  the  review  and 
evaluation  of  stocks  to  be  accepted  into  the  repository.  It  is  suggested  that  the  committee  be  composed  of  no 
fewer  than  five  members,  with  the  Principal  Investigator  serving  as  the  chairperson  of  the  committee.  It  is 
encouraged  that  a minimum  of  two  members  be  appointed  from  outside  the  institution  receiving  the  grant.  It  is 
suggested  that  the  committee  meet  formally  at  least  twice  a year  during  the  first  year,  and  then  at  least  once 
a year  thereafter.  Conference  calls  may  be  held  on  an  as-needed  basis  to  coordinate  and  plan  the  activities 
of  the  center. 

(6)  Establish  effective  cooperation  with  other  institutions  and  organizations  with  simi lar  interests  to  minimize 
costs  and  avoid  duplication. 

(7)  Establish  a modern  database  for  classification  of  all  embryos  maintained  by  the  resource,  maintenance  of 
nomenclature  for  transgenic  embryos  being  held,  and  tracking  distribution  of  all  embryos  or  animals  provided 
to  users  of  the  resource. 

(8)  Encourage  users  who  have  developed  transgenic  animals  with  research  funds  provided  through  the  National 
Institutes  of  Health  (NIH)  to  store  constructs  in  these  centers. 

(9)  Encourage  self-sufficiency  of  the  centers  at  the  end  of  the  project  period.  A detailed  plan  will  be 
developed  that  describes  how  self-sufficiency  will  be  achieved. 

For  the  purposes  of  this  RFA,  users  of  the  centers  are  defined  as  those  individuals  who  have  peer-reviewed 
research  projects  involving  transgenic  animals,  with  first  priority  given  to  those  funded  by  the  NIH,  followed 
by  those  funded  by  other  agencies  of  the  PHS,  followed  by  other  sources  of  peer-reviewed  research  support. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  09/91),  available  at  most  institutional  offices  of 
sponsored  research  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institute  of 
Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594-7248. 

Applicants  must  request  a copy  of  the  RFA  for  instructions  regarding  completion  of  the  form  PHS  398,  including 
information  on  budgetary  considerations.  The  RFA  is  available  from  the  program  staff  contact  listed  under 
INQUIRIES. 

Applications  must  be  received  by  close  of  business  June  23,  1993.  If  an  application  is  received  after  this 
date,  it  will  be  returned  to  the  applicant. 
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REVIEW  CONSIDERATIONS 


Upon  receipt,  applications  will  be  examined  initially  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  Evaluation  of 
responsiveness  to  the  program  requirements  and  criteria  stated  in  this  RFA  is  an  NCRR  staff  function. 

Applications  that  are  considered  complete  and  responsive  will  be  evaluated  in  accordance  with  the  criteria 
stated  below  by  an  appropriate  peer  review  group  convened  by  the  Office  of  Review  of  NCRR.  It  is  essential  that 
the  written  application  be  in  a form  that  can  be  reviewed  on  its  own  merit,  since  no  site  visit  is  anticipated. 


If  the  number  of  applications  is  large  compared  to  the  number  of  awards  to  be  made,  the  NCRR  may  conduct  a 
preliminary  scientific  peer  review  to  eliminate  those  applications  that  are  clearly  not  competitive.  The  NCRR 
will  administratively  withdraw  from  competition  those  applications  judged  to  be  noncompetitive,  and  will  so 
notify  the  applicant  and  the  institutional  business  official.  Applications  judged  to  be  both  competitive  and 
responsive  to  the  RFA  will  be  evaluated  further,  according  to  the  review  criteria  stated  below. 

Following  initial  merit  review,  the  applications  will  receive  a second-level  review  by  the  National  Advisory 
Research  Resources  Council. 


The  review  of  the  grant  applications  will  focus  on  scientific  merit,  and  will  include  the  following  criteria 
(detailed  review  criteria  can  be  found  in  the  full  text  RFA): 


o Overall  Program 
o Administration  and  Planning 
o Scientific  Expertise  of  Participants 
o Institutional  Commitment 


Schedule 

June  23,  1993 
July/August  1993 
September  1993 
September  1993 

INQUIRIES 


Application  Receipt  Date: 
Initial  Review: 

Second  Level  Review: 
Anticipated  Award: 


Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  Cynthia  L.  Pond 
Laboratory  Animal  Sciences  Program 
National  Center  for  Research  Resources 
Westwood  Building,  Room  857 
Bethesda,  MD  20892 
Telephone:  (301)  594-7933) 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Kathy  Springmann 

Office  of  Grants  and  Contracts  Management 
National  Center  for  Research  Resources 
Westwood  Building,  Room  853 
Bethesda,  MD  20892 
Telephone:  (301)  594-7955) 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.306,  Laboratory  Animal  Sciences 
and  Primate  Research.  Awards  will  be  made  under  authorization  of  the  Public  Health  Service  Act,  Title  III, 
Section  301  (Public  Law  78.410,  as  amended;  42  USC  241)  and  administered  under  PHS  grant  policies  and  Federal 
Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  SUPPLEMENTS  TO  PROMOTE  REENTRY  INTO  BIOMEDICAL  AND  BEHAVIORAL  RESEARCH  CAREERS 

N I H Guide.  Volume  22,  Number  13,  April  2,  1993 

PA  NUMBER:  PA-93-067 

P.T.  34;  K.U.  0404000,  0710030 

National  Institutes  of  Health 

Application  Receipt  Date:  June  4,  1993 

PURPOSE 

The  Office  of  Research  on  Women's  Health  (ORWH)  and  the  Office  of  Extramural  Research,  National  Institutes  of 
Health  (NIH)  announce  a program  of  a limited  number  of  supplements  to  research  grants  to  encourage  fully  trained 
women  and  men  to  reenter  an  active  research  career  after  taking  time  off  to  care  for  children  or  parents  or  to 
attend  to  other  family  responsibilities.  The  goal  of  this  program  is  to  assist  fully  trained  individuals  who 
have  not  reentered  the  research  arena.  In  keeping  with  this  goal,  at  the  time  of  application  a candidate  may 
not  be  engaged  in  paid  research  for  more  than  10  hours  per  week.  This  program  will  provide  administrative 
supplements  to  existing  NIH  research  grants  for  the  purpose  of  supporting  full-time  or  part-time  research 
tailored  to  update  existing  research  skills  and  knowledge. 

The  NIH  considers  the  appropriate  and  adequate  representation  of  women  and  minorities  in  biomedical  and 
behavioral  research  careers  essential.  The  proportion  of  women  Principal  Investigators  successfully  competing 
for  NIH  funds  has  increased  steadily  since  1982.  In  FY  1991,  women  accounted  for  about  19  percent  of  the  NIH 
applications  and  received  about  18  percent  of  competing  Research  Project  Grants  awards.  Similarly,  the 
proportion  of  NIH  predoctoral  and  postdoctoral  research  training  positions  filled  by  women  has  increased 
steadily  with  women  occupying  approximately  40  percent  of  the  research  training  positions  supported  by  the  NIH 
(see  the  NIH  Report  on  Uomen  in  NIH  Extramural  Grant  Programs,  FY  1982-91,  Division  of  Research  Grants,  1992). 
However,  the  NIH  recognizes  that  this  situation  can  be  improved.  Thus,  NIH  encourages  women  and  individuals 
from  ethnic  minority  groups  to  enter  research  careers. 

Some  of  the  reasons  for  the  low  representation  of  women  may  be  in  part  related  to  the  fact  that  women  bear  a 
preponderance  of  the  responsibilities  surrounding  child  and  family  care.  As  such,  this  program  is  specifically 
designed  to  offer  opportunities  to  individuals,  especially  women,  who  have  interrupted  their  research  careers 
to  care  for  children  or  parents,  to  attend  to  other  family  responsibilities.  The  objective  of  the  program  is 
for  those  who  receive  support  to  reestablish  careers  in  biomedical  or  behavioral  research. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement 
of  Research  Supplements  to  Promote  Reentry  into  Biomedical  and  Behavioral  Research  Careers  is  related  to  the 
priority  area  of  women's  health.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  people  2000"  (Summary  Report:  Stock  No.  017-001 -00473- 1 ) through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Grants  and  Cooperative  Agreements:  Only  the  following  active  NIH  awards  at  domestic  institutions  are  eligible 
for  Research  Supplements  to  Promote  Reentry  into  Biomedical  and  Behavioral  Research  Careers:  R01,  R10,  R24, 
R35,  R37,  P01,  P40,  P41,  P50,  P51,  P60,  U01,  U10.  Principal  Investigators  on  such  awards  are  invited  to  submit 
a request  for  an  administrative  supplement  to  the  awarding  component  of  the  parent  grant  to  support  an  eligible 
candidate  interested  in  reestablishing  a research  career.  The  parent  grant  must  have  at  least  two  years  of 
support  remaining  on  September  1,  1993.  The  rationale  underlying  this  policy  is  to  provide  the  candidate  an 
opportunity  to  accommodate  her  or  his  research  during  the  duration  of  the  supplement.  Usually,  a parent  grant 
would  support  only  one  administrative  supplement  including  Research  Supplements  for  Underrepresented  Minorities, 
Research  Supplements  to  Promote  the  Recruitment  of  Individuals  with  Disabilities  into  Biomedical  Research 
Careers,  and  the  Research  Supplement  to  Promote  Reentry  into  Biomedical  and  Behavioral  Research  Careers.  Grants 
most  likely  to  support  more  than  a single  administrative  supplement  are  multicomponent  awards. 

Candidates:  This  program  is  to  support  individuals  who  have  interrupted  career  development  to  care  for  children 
or  parents,  or  to  attend  to  other  family  responsibilities.  Family  responsibilities  may  include  relocation  to 
accommodate  a family  member,  or  retirement  of  the  candidate's  educational  debt.  This  supplement  is  not  intended 
to  support  graduate  or  postdoctoral  training  and  is  not  intended  to  cover  career  changes  from  non-research  to 
research  careers.  Candidates  who  have  begun  the  reentry  process  through  a fellowship  or  similar  mechanism  are 
not  eligible  for  this  program.  The  candidate  must  have  a doctoral  degree,  such  as  M.D.,  D.D.S.,  Ph.D.,  D.V.M. 
or  equivalent  and  must  demonstrate  evidence  of  excellence  in  research  prior  to  the  career  hiatus.  The  duration 
of  the  hiatus  in  the  research  career  may  not  be  fewer  than  two  or  more  than  eight  years  in  duration.  At  the 
time  of  application  a candidate  may  not  be  engaged  in  paid  research  for  more  than  10  hours  per  week.  The 
candidate  must  have  had  sufficient  prior  research  experience  to  qualify  for  a faculty  appointment  at  the 
assistant  professor  or  equivalent  level.  Candidates  must  be  citizens  or  noncitizen  nationals  or  have  been 
lawfully  admitted  for  permanent  residence  (i.e.,  in  possession  of  an  Alien  Registration  Receipt  Card). 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  13  - April  2,  1993 

9 


MECHANISM  OF  SUPPORT 


In  all  cases,  the  proposed  research  must  be  directly  related  to  the  approved  ongoing  research  of  the  parent 
grant  or  cooperative  agreement.  The  individual  supported  under  this  supplemental  award,  hereafter  called  the 
candidate,  must  be  afforded  the  opportunity  to  act  as  a full  participant  in  the  research  project  and  must  be 
given  an  opportunity  to  update  and  enhance  her  or  his  research  capabilities.  This  will  allow  the  candidate  to 
establish  a career  as  an  independent,  competitive  research  investigator.  Supplemental  awards  will  be  consistent 
with  the  goals  of  strengthening  the  existing  research  program  and  with  the  overall  programmatic  balance  and 
priorities  of  the  funding  component  of  the  NIH.  Awards  will  be  made  according  to  the  policies  and  provisions 
stated  in  this  announcement  and  in  the  PHS  Grants  Policy  Statement. 

Administrative  supplements  (SOI)  provided  under  this  program  may  be  for  either  part-time  or  full-time  support 
for  the  candidate  and  all  supported  time  is  to  be  spent  updating  and  enhancing  research  skills.  Proposed  part- 
time  appointments  may  not  be  less  than  20  hours  per  week. 

Supplemental  awards  may  be  made  for  up  to  two  years  and  may  not  exceed  $50,000  in  direct  costs  per  year.  A 
maximum  of  $40,000  may  be  requested  for  the  salary  and  fringe  benefits  for  the  candidate.  The  amount  of  salary 
requested  must  be  consistent  with  the  policies  of  the  grantee  institution  for  individuals  occupying  similar 
positions  and  must  be  related  to  the  percent  effort  requested  for  the  supplement.  An  additional  amount  up  to 
$10,000  may  be  requested  for  supplies,  travel  and  publication  costs.  Equipment  may  not  be  purchased  as  a part 
of  this  supplement  without  the  prior  approval  of  the  NIH  awarding  component.  These  awards  are  not  renewable. 

FUNDS  AVAILABLE 

The  ORUH  estimates  that  approximately  $1,000,000  will  be  available  for  up  to  10  supplemental  awards  in  FY  1993. 
APPLICATION  PROCEDURES 

A request  for  this  supplement  must  be  submitted  by  June  4,  1993,  by  the  grantee  institution,  on  behalf  of  the 
Principal  Investigator  of  the  parent  grant  and  in  cooperation  with  the  candidate  to: 

Office  of  Research  on  Women's  Health 
Westwood  Building,  Room  854 
Bethesda,  MD  20892** 

Because  of  the  expedited  review  process,  the  original  and  five  copies  of  the  complete  application  are  required. 
Please  note  that  the  initial  step  in  the  administrative  review  process  will  be  a determination  of  eligibility. 
It  is  incumbent  upon  the  applicant  to  submit  a complete  and  accurate  application,  because  there  will  not  be  an 
opportunity  to  make  additions  or  corrections. 

The  request  for  a supplemental  award  must  include  the  following: 

1.  A completed  face  page  (with  appropriate  signatures)  from  Grant  Application  Form  PHS  398  (rev.  9/91). 
Include  the  title  and  grant  number  of  the  parent  grant  and  "Reentry  Supplement"  on  line  1; 

2.  A brief,  three  to  four  page  description,  prepared  by  the  Principal  Investigator  of  the  parent  grant  that 
includes: 

a.  A summary  or  abstract  of  the  funded  grant  or  project, 

b.  A description  of  the  research  proposed  for  the  candidate, 

c.  How  the  supplement  will  expand  and  foster  the  independent  research  capabilities  of  the  candidate, 

d.  How  the  proposed  research  relates  to  the  specific  research  goals  and  objectives  of  the  parent  grant;  and 

e.  A description  of  the  scope  and  nature  of  the  mentoring  relationship  between  the  Principal  Investigator  and 
the  candidate. 

3.  A brief  description,  prepared  by  the  candidate,  that  includes: 

a.  research  objectives  and  career  goals; 

b.  length  of  and  reason  for  career  hiatus; 

c.  description  of  how  the  candidate  has  kept  current  in  her/his  field;  and 

d.  identification  of  steps  taken  toward  reentry,  (if  any). 

4.  A biographical  sketch  of  the  candidate  that  includes: 

a.  curriculum  vitae; 

b.  social  security  number; 

c.  citizenship  status; 

d.  publications;  and 

e.  other  evidence  of  scientific  achievement. 

5.  A proposed  budget  entered  on  budget  pages  from  the  Grant  Application  Form  PHS  398,  related  to  the  percent 
effort  for  the  research  proposed  for  the  candidate  during  the  first  and  future  budget  period(s).  The  amount 
requested  for  the  supplement  must  coincide  with  the  current  period  of  support.  Thus,  if  the  initial  budget 
period  requested  is  less  than  12  months,  the  budget  must  be  prorated  accordingly; 

6.  Documentation,  if  applicable,  that  the  proposed  research  is  approved  by  the  Institutional  Animal  Care  and 
Use  Committee  (IACUC)  or  human  subjects  Institutional  Review  Board  (IRB)  of  the  grantee  institution; 
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7.  Under  unusual  circumstances  where  the  applicant  and  mentor  would  be  at  a site  other  than  the  grantee 
institution,  an  appropriately  signed  letter  from  the  institution  where  the  research  is  to  be  conducted  must  also 
be  submitted. 

The  request  must  be  signed  by  the  Principal  Investigator,  the  candidate,  and  the  appropriate  institution 
business  official. 

REVIEW  CONSIDERATIONS 

An  NIH  review  committee  convened  by  the  ORWH  will  review  applications  for  eligibility  according  to  the 
guidelines  described  in  this  announcement.  Eligible  applications  will  be  further  reviewed  according  to  the 
fol lowing  criteria: 

o qualifications  of  the  candidate  including  career  goals, 
o evidence  of  excellence  of  prior  research  training  and  experience, 

o evidence  that  the  proposed  research  will  achieve  the  stated  objectives  of  the  reentry  supplements; 

o the  plan  for  the  proposed  research  in  the  supplemental  request  and  its  relationship  to  the  parent  grant; 

o evidence  from  the  Principal  Investigator  of  appropriate  guidance  that  will  enhance  the  research,  knowledge, 
and/or  skills  of  the  candidate; 

o evidence  from  the  Principal  Investigator  that  the  activities  of  the  candidate  will  be  directly  related  to 
the  approved  scope  of  the  parent  grant;  and 

o evidence  of  effort  by  the  candidate  to  initiate  the  reentry  process,  such  as  attending  scientific  meetings, 
keeping  current  with  journals,  etc. 

Funding  decisions  will  be  made  by  the  ORWH  based  upon  the  recommendations  provided  by  an  NIH-wide  review 
committee.  These  decisions  will  be  communicated  to  the  candidate's  Principal  Investigator  by  the  Director, 
ORWH.  Since  these  applications  will  undergo  administrative  review,  summary  statements  will  not  be  produced. 
This  is  consistent  with  NIH  practice  for  other  similar  programs,  such  as  those  referenced  in  the  ELIGIBILITY 
REQUIREMENTS  section  of  this  announcement. 

AWARD  CRITERIA 

The  decision  to  fund  a supplement  will  take  up  to  twelve  weeks  from  the  June  4,  1993,  application  receipt  date. 
A September  1,  1993,  award  date  is  anticipated  but  other  award  dates  will  be  considered.  Second  year  funding 
for  the  supplement  is  contingent  on  funding  of  the  parent  grant  and  cannot  extend  beyond  the  current  competitive 
segment  of  the  parent  grant. 

Reporting  Requirements 

For  non-competing  continuation  applications,  the  progress  report  for  the  supplement  must  be  clearly  delineated 
as  a separate  section  in  the  progress  report  for  the  parent  grant.  The  progress  report  must  include  information 
about  the  research  accompl ishments  of  the  individual  supported  by  the  supplement,  including  research  progress, 
scientific  meetings  attended,  manuscripts  in  preparation  or  submitted  or  accepted  for  publication,  other 
professional  activities  within  the  institution  in  which  the  recipient  is  involved,  applications  for  research 
support  that  have  been  submitted  or  other  evidence  of  successful  reentry. 

INQUIRIES 

For  general  information  about  the  reentry  supplements,  candidates  and  Principal  Investigators  should  contact 
the  program  official  of  the  appropriate  awarding  Institute  or  Center.  Candidates  who  have  not  yet  made  contact 
with  a Principal  Investigator  are  encouraged  to  contact  the  program  official  whose  institute  or  center  is 
specific  to  the  research  interest.  To  discuss  business  aspects  of  the  parent  grant  or  the  supplement.  Principal 
Investigators  should  contact  their  grants  management  official.  Program  officials  and  grants  management 
contacts  and  the  respective  awarding  institutes  or  centers  are  listed  below. 

National  Cancer  Institute 

Mrs.  Toby  Friedbert,  Program  Official  or  Leo  Buscher,  Grants  Management  Official 
Executive  Plaza  North,  Room  636 
6130  Executive  Boulevard 
Bethesda,  MD  20892 

Telephone:  (301)  496-3428  or  (301)  496-7753 
FAX:  (301)  402-0275 

National  Eye  Institute 

Ralph  J.  Helmsen,  Ph.D.,  Program  Official  or  Carolyn  Grimes,  Grants  Management  Official 
Building  31,  Room  6A49 
Bethesda,  MD  20892 

Telephone:  (301)  496-5983  or  (301)  496-5884 
FAX:  (301)  402-0528 
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National  Heart,  Lung,  and  Blood  Institute 

Ronald  Geller,  Ph.D.,  Program  Official  or  Tom  Turley,  Grants  Management  Official 
Westwood  Building,  Room  7A17 
Bethesda,  MD  20892 

Telephone:  (301)  594-7454  or  (301)  594-7434 
FAX:  (301)  594-7424 

National  Institute  on  Aging 

Phyllis  Eveleth,  Ph.D.,  Program  Official  or  Joseph  Ellis,  Grants  Management  Official 
7201  Wisconsin  Avenue,  Room  218 
Bethesda,  MD  20892 

Telephone:  (301)  496-9322  or  (301)  496-1472 
FAX:  (301)  402-2945 

National  Institute  of  Alcohol  Abuse  and  Alcoholism 

Helen  Chao,  Ph.D.,  Program  Official  or  Joe  Weeda,  Grants  Management  Official 
5600  Fishers  Lane,  Room  16C-06 
Rockville,  MD  20857 

Telephone:  (301)  443-2530  or  (301)  443-4703 
FAX:  (301)  227-8673 

National  Institute  of  Allergy  and  Infectious  Disease 

Milton  Hernandez,  Ph.D.,  Program  Official  or  Gary  Thompson,  Grants  Management  Official 
Solar  Building,  Room  4C10 
Bethesda,  MD  20892 

Telephone:  (301)  496-7291  or  (301)  496-7231 
FAX:  (301)  402-0369 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Disease 

Julia  Freeman,  Ph.D.,  Program  Official  or  Diane  Watson,  Grants  Management  Official 

5333  Westbard  Avenue 

Westwood  Building,  Room  403 

Bethesda,  MD  20892 

Telephone:  (301)  594-9961  or  (301)  594-9965 
FAX:  (301)  480-7881 

National  Institute  of  Child  Health  and  Human  Development 

Ms.  Hildegard  Topper,  Program  Official  or  Donald  Clark,  Grants  Management  Official 
Building  31,  Room  2A03 
Bethesda,  MD  20892 

Telephone:  (301)  496-0104  or  (301)  496-5001 
FAX:  (301)  402-1104 

National  Institute  of  Dental  Research 

Patricia  S.  Bryant,  Ph.D.,  Program  Official  or  Theresa  Ringler,  Grants  Management  Official 
5333  Westbard  Avenue 
Westwood  Building,  Room  509 
Bethesda,  MD  20892 

Telephone:  (301)  594-7648  or  (301)  594-7629 
FAX:  (301)  402-4620 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Walter  S.  Stolz,  Ph.D.,  Program  Official  or  John  Garthune,  Grants  Management  Official 
Westwood  Building,  Room  657 
Bethesda,  MD  20892 

Telephone:  (301)  594-7527  or  (301)  594-7543 
FAX:  (301)  594-7594 

National  Institute  on  Drug  Abuse 

Eleanor  C.  Friedenberg,  R.N.,  Program  Official  or  Shirley  Denney,  Grants  Management  Official 
5600  Fishers  Lane,  Room  10-42 
Rockville,  MD  20857 

Telephone:  (301)  443-2755  or  (301)  443-6710 
FAX:  (301)  443-0538 

National  Institute  of  Environmental  Health  Sciences 

Anne  P.  Sassaman,  Ph.D.,  Program  Official  or  Dave  Mineo,  Grants  Management  Official 
P.O.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7723  or  (919)  541-7628 
FAX:  (919)  541-2843 
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National  Institute  of  General  Medical  Sciences 

Anthony  Rene,  Ph.D.,  Program  Official  or  Carol  Tippery,  Grants  Management  Official 
Westwood  Building,  Room  925 
5333  Westbard  Avenue 
Bethesda,  MD  20892 

Telephone:  (301)  594-7706  or  (301)  594-7813 
FAX:  (301)  594-7701 

National  Institute  of  Mental  Health 

Delores  L.  Parron,  Ph.D.,  Program  Official  or  Bruce  Ringler,  Grants  Management  Official 
Parklawn  Building,  Room  17C-16 
5600  Fishers  Lane 
Rockville,  MD  20857 

Telephone:  (301)  443-3367  or  (301)  443-3065 
FAX:  (301)  443-2578 

National  Institute  of  Neurological  Disorders  and  Stroke 

Mr.  Edward  Donohue,  Program  Official  or  Mary  Whitehead,  Grants  Management  Official 
Federal  Building,  Room  1016 
7550  Wisconsin  Avenue 
Bethesda,  MD  20892 

Telephone:  (301)  496-4188  or  (301)  496-9231 
FAX:  (301)  402-4370 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Amy  M.  Donahue,  Ph.D.,  Program  Official  or  Sharon  Hunt,  Grants  Management  Official 
Executive  Plaza  South,  Room  400B 
6120  Executive  Boulevard 
Rockville,  MD  20892 

Telephone:  (301)  402-3458  or  (301)  402-0909 
FAX:  (301)  402-6251 

National  Center  for  Human  Genome  Research 

Bettie  Graham,  Ph.D.,  Program  Official  or  Jean  Cahill,  Grants  Management  Official 
Building  38A,  Room  613 
Bethesda,  MD  20892 

Telephone:  (301)  496-7531  or  (301)  402-0733 
FAX:  (301)  480-2770 

National  Center  for  Nursing  Research 

Sharlene  M.  Weiss,  Ph.D.,  R.N.,  Program  Official  or  Sally  Nichols,  Grants  Management  Official 
Westwood  Building,  Room  757 
Bethesda,  MD  20892 

Telephone:  (301)  594-9612  or  (301)  594-9615 
FAX:  (301)  402-2402 

National  Center  for  Research  Resources 

Louise  E.  Ramm,  Ph.D.,  Program  Official  or  Lacey  Durham,  Grants  Management  Official 
Westwood  Building,  Room  854 
Bethesda,  MD  20892 

Telephone:  (301)  594-7906  or  (301)  594-7955 
FAX:  (301)  594-9161 

John  E.  Fogarty  International  Center 

David  Wolff,  Ph.D.,  Program  Official  or  Silvia  Mandes,  Grants  Management  Official 
Building  31,  Room  B2C39 
Bethesda,  MD  20892 

Telephone:  (301)  496-1653  or  (301)  496-1653 
FAX:  (301)  402-0779 

AUTHORITY  AND  REGULATIONS 

Supplemental  awards  will  be  made  under  authorities  applicable  to  the  parent  grant  and  administered  under  PHS 
grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Parts  74  and  92.  This  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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THE  HUMAN  BRAIN  PROJECT:  PHASE  I FEASIBILITY  STUDIES 


Kl I H Guide.  Volume  22,  Number  13,  April  2,  1993 

PA  AVAILABLE:  PA-93-068 

P.T.  34;  K.U.  0705010,  1002030,  1004017 

National  Institute  of  Mental  Health 
National  Institute  on  Drug  Abuse 
National  Science  Foundation 
National  Institute  on  Aging 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  on  Deafness  and  Other  Communication  Disorders 
National  Center  for  Research  Resources 
National  Library  of  Medicine 
Office  of  Naval  Research 

National  Aeronautics  and  Space  Administration 

Letter  of  Intent  Receipt  Date:  April  19,  1993 
Application  Receipt  Date:  June  15,  1993 

THE  PROGRAM  ANNOUNCEMENT  (PA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF 
AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACTS  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Human  Brain  Project  is  a broadly  based  federal  research  initiative  that  encourages  and  supports 
investigator-initiated  basic  and  clinical  neuroscience  research  and  investigator-initiated  research  on 
informatics  resources  that  could  be  used  to  facilitate  neuroscience  research.  Particular  emphasis  is  placed 
on  research  on  computer  storage  and  manipulation  of  neuroscience  information,  network  systems,  and  associated 
tools  that  will  give  neuroscientists  access  to  the  stored  information.  The  networks  will  also  provide 
electronic  channels  of  communication  and  collaboration  to  geographically  distant  laboratories.  To  optimize  the 
utility  of  these  technologies  to  neuroscience  researchers,  they  will  be  developed  in  the  context  of  specific 
neuroscience  research.  It  is  important  to  emphasize  that  the  scientific  question  being  addressed  is  as 
important  as  the  technology  being  developed. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement, 
The  Human  Brain  Project:  Phase  I Feasibility  Studies,  is  related  to  the  priority  area  of  mental  health  and 
mental  disorders.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017- 
001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3228). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  public  and  private,  non-profit  and  for-profit 
organizations  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISMS  OF  SUPPORT 

This  program  will  use  research  project  grant  (R01)  and  exploratory  grant  (P20)  mechanisms. 

The  R01  mechanism  will  be  used  for  research  project  grants,  which  will  allow  investigators  to  work  on  highly 
focused  projects  related  to  the  integration  of  neuroscience  and  informatics  research.  R01  mechanisms  can  be 
used  for  collaborative  research  initiation  grants  that  will  be  directed  towards  fostering  the  interactions  of 
computer  and  mathematical  scientists  or  engineers  and  neuroscientists  to  design  and  implement  novel 
technological  solutions  to  particular  neuroscience  questions.  Applications  may  include  support  for  expenses 
for  travel  and  per  diem  expenses  to  several  laboratories  to  initiate  or  to  explore  the  possibility  of  setting 
up  a collaboration.  It  is  essential  that  the  scientific  questions  to  be  pursued  and  the  unique  contribution 
of  each  potential  group  member  should  be  explicitly  stated. 

The  Exploratory  Grant  (P20)  mechanism  will  provide  the  opportunity  for  several  investigators  using  different 
approaches  to  focus  on  a common  problem,  and  will  facilitate  coordinated  communication  across  disciplinary  and 
geographic  boundaries. 

Anticipated  maximum  annual  budgets  (direct  and  indirect  costs)  at  time  of  award  are  $230,000  for  the  R01 
mechanism  and  $1.1  million  for  the  P20  mechanism.  Support  may  be  requested  for  a period  of  up  to  5 years  for 
R01  and  P20  grant  mechanisms  (foreign  grants  are  limited  to  3 years  duration).  Applicants  are  strongly 
encouraged  to  contact  the  appropriate  individual  listed  at  the  end  of  this  announcement  for  information  on 
specific  grant  mechanisms. 
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RESEARCH  OBJECTIVES 


Neuroscience  is  a vigorous,  multidisciplinary  field  that  has  grown  tremendously  in  the  last  two  decades.  This 
progress  has,  to  a large  extent,  been  fueled  by  information  from  many  disciplines  and  across  many  levels  of 
neural  organization.  An  explosion  of  information  at  each  of  these  levels,  from  gene  to  behavior,  makes  it 
increasingly  difficult  for  individual  neuroscientists  to  keep  up  with  developments  in  their  own  circumscribed 
areas  of  interest.  It  is  more  difficult  still  for  investigators  to  relate  their  findings  to  an  integrated 
understanding  of  the  nervous  system.  Yet  it  is  precisely  such  integration  that  is  necessary  for  the  generation 
of  meaningful  hypotheses  and  continued  rapid  scientific  progress. 

Phase  I of  the  Human  Brain  Project  will  support  the  research  related  to  the  development,  storage,  management, 
analysis,  integration  and  dissemination  of  neuroscience  information.  This  initiative  will  incorporate  cutting- 
edge  informatics  research  with  neuroscience  research  in  order  to  facilitate  the  integration  of  neuroscience 
information  and  to  promote  communication  and  collaboration  across  scientific  disciplines  and  geographic 
locations. 

Broad  research  objectives  appropriate  to  the  Human  Brain  Project  are  described  in  the  program  announcement. 
STUDY  POPULATIONS 


SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 


It  may  be  beneficial  for  applicants  to  contact  the  appropriate  program  official(s)  listed  below  and  submit  a 
letter  of  intent.  The  letter  should  include  a descriptive  title  of  the  proposed  research,  the  name,  address, 
and  telephone  number  of  the  Principal  Investigator  (or  Director)  the  identities  of  other  key  personnel,  and 
participating  institutions. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  The 
letter  is  to  be  submitted  to  Dr.  Michael  F.  Huerta  at  the  address  listed  under  INQUIRIES.  Each  letter  of  intent 
will  be  distributed  to  all  of  the  sponsoring  agencies,  institutes  and  centers. 

APPLICATION  PROCEDURES 


Applicants  are  to  use  the  grant  application  form  PHS  398  (rev.  9/91).  The  number  and  title  of  the  program 
announcement,  "PA-93-068  THE  HUMAN  BRAIN  PROJECT:  PHASE  I"  must  be  typed  in  item  number  2a  on  the  face  page 
of  the  PHS  398  application  form.  The  mechanism,  either  R01  or  P20,  should  be  typed  in  item  2b  on  the  face  page 
of  the  PHS  398  application  form.  When  applicable,  consultant/collaborator  information  should  be  provided  in 
section  7,  and  consortium/contractual  arrangements  should  be  provided  in  section  8 of  the  PHS  398  application 
form.  This  form  may  be  obtained  from  business  offices  or  offices  of  sponsored  research  at  most  universities, 
colleges,  medical  schools,  and  other  major  research  facilities;  from  the  Office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Bui Iding,  Room  449,  Bethesda,  MD,  telephone  301/594- 
7248;  and  from  the  program  officials  listed  under  INQUIRIES.  Applications  must  be  received  by  June  15,  1993. 

For  the  R01  mechanism,  applicants  must  follow  the  instructions  provided  in  grant  application  form  PHS  398  (rev. 
9/91). 

Each  application  for  the  P20  mechanism  must  have  a director  with  a demonstrated  ability  to  organize,  administer, 
and  direct  the  group  of  constituent  projects.  The  director  must  commit  at  least  25  percent  effort  to  the  P20 
Exploratory  Grant  and  be  Principal  Investigator  on  one  of  the  projects.  It  is  expected  that  all  of  the 
Principal  Investigators  of  projects  funded  with  the  P20  mechanism  will  be  leaders  in  their  fields.  Applicants 
intending  to  submit  an  application  for  a P20  Exploratory  Grant  are  advised  to  contact  a project  officer  listed 
under  INQUIRIES  for  more  information. 


Dates  for  the  submission  of  Phase  I Human  Brain  Project  applications  for  Fiscal  Year  1993  and  review  cycles  are: 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 
Administrative  Review: 
Scientific  Review: 

Advisory  Council  Review: 
Earliest  Starting  Date: 


April  19,  1993 
June  15,  1993 
June  1993 
July/August  1993 
September  1993 
September  1993 


In  subsequent  years,  the  dates  for  the  submission  of  Phase  I Human  Brain  Project  applications  and  review  cycles 
wi  1 1 be: 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 
Administrative  Review: 
Scientific  Review: 

Advisory  Council  Review: 
Earliest  Starting  Date: 


July  1 

October  15 

October 

February/March 

May/June 

July 
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REVIEW  CONSIDERATIONS 


Applications  will  be  assigned  to  the  appropriate  agencies,  institutes  and  center  according  to  their  goals  and 
designs  and  in  accordance  with  standard  referral  guidelines.  Those  deemed  by  the  Division  of  Research  Grants 
to  be  appropriate  for  this  program  announcement  will  be  reviewed  for  scientific  and  technical  merit  by  a special 
review  committee  (SRC)  composed  primarily  of  non-Federal  scientists.  The  members  of  this  committee  will  be 
determined  by  the  participating  agencies,  institutes,  and  centers.  Summaries  of  SRC  recommendations  will  be 
sent  to  applicants  as  soon  as  possible  after  the  meeting  of  the  SRC.  Subsequent  processing  of  the  application 
will  follow  the  procedures  of  the  respective  agency,  institute  and/or  center  to  which  it  has  been  assigned. 
For  applications  assigned  to  a Public  Health  Service  (PHS)  institute  or  center,  the  application  will  receive 
further  review  by  the  appropriate  National  Advisory  Council. 

AUARD  CRITERIA 

Criteria  for  grant  awards  include  the  scientific  merit  of  the  proposed  research  as  determined  during  the  review 
process,  responsiveness  to  the  objectives  outlined  in  this  announcement  and  relevance  of  the  research  to  the 
mission  of  the  Human  Brain  Project,  availability  of  the  research  funds,  and  the  competing  demands  of  other 
research  funding  requirements. 

INQUIRIES 

The  following  representatives  from  each  of  the  participating  agencies,  institutes,  and  center  can  be  contacted 
for  further  information  or  clarification.  Potential  applicants  are  strongly  encouraged  to  contact  the  agency 
or  institute  representative  to  discuss  their  plans  prior  to  preparing  an  application,  and  to  obtain  the  full 
length  program  announcement  for  the  Human  Brain  Project. 

Michael  F.  Huerta,  Ph.D. 

National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  11-95 
Rockville,  MD  20857 
Telephone:  (301)  443-3948 
FAX:  (301)  443-4822 
E-mail:  HMI3CU.NIH.GOV 

Christine  R.  Hartel,  Ph.D. 

National  Institute  on  Drug  Abuse 

5600  Fishers  Lane,  Room  10A-31 

Rockville,  MD  20857 

Telephone:  (301)  443-1887 

FAX:  (301)  227-6043 

E-mai l : CHARTEL3AOADA.SSW.DHHS.GOV 

Christiana  Leonard,  Ph.D. 

National  Science  Foundation 
1800  G Street,  NW,  Room  321 
Washington,  DC  20550 
Telephone:  (202)  357-7041 
FAX:  (202)  357-7846 
E-mail:  CMLEONAR3NSF.GOV 

Deborah  Claman,  Ph.D. 

National  Institute  on  Aging 
Gateway  Building,  Room  3C307 
7201  Wisconsin  Avenue 
Bethesda,  MD  20872 
Telephone:  (301)  496-9350 
FAX:  (301)  496-1494 
E-mail:  CLAMAN3NIHNIAGW 

Norman  Krasnegor,  Ph.D. 

National  Institute  of  Child  Health  and  Human  Development 

6100  Building,  Room  4B05 

Bethesda,  MD  20892 

Telephone:  (301)  496-6591 

FAX:  (301)  402-2085 

Judith  Cooper,  Ph.D. 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
Executive  Plaza  South,  Room  400B 
6120  Executive  Boulevard 
Rockville,  MD  20852 
Telephone:  (301)  496-5061 
FAX:  (301)  402-6251 

Charles  L.  Coulter,  Ph.D. 

National  Center  for  Research  Resources 
Westwood  Building,  Room  8A15 
Bethesda,  MD  20892 
Telephone:  (301)  594-7934 
FAX:  (301)  594-9187 
E-mail:  CC03CU.NIH.GOV 
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Peter  A.  Clepper 
National  Library  of  Medicine 
Building  38A,  Room  5S518 
Bethesda,  MD  20894 
Telephone:  (301)  496-4221 
FAX:  (301)  402-0421 
E-mail:  CLEPPER3NLM.NIH.GOV 

Terry  Allard,  Ph.D. 

Office  of  Naval  Research 

800  N.  Quincy  Street,  Room  1142 

Arlington,  VA  22217-5660 

Telephone:  (703)  696-4502 

FAX:  (703)  696-1212 

E-mail:  TERRY3T0MCAT.0NR.NAVY.MIL 

Frank  M.  Sulzman,  Ph.D. 

National  Aeronautics  and  Space  Administration 

Code  SBM,  NASA  Headquarters 

Washington,  DC  20546 

Telephone:  (202)  358-2359 

FAX:  (202)  358-4168 

E-mail:  FSULZMAN3SMTPGMGW . OSSA . HQ . NASA . GOV 
Direct  inquiries  regarding  fiscal  matters  to: 

Diana  T runnel l 

Assistant  Chief,  Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-23 
Rockville,  MD  20857 
Telephone:  (301)  443-3065 

Shirley  Denney 

Chief,  Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

Jean  Feldman,  Policy  Officer 

Division  of  Grants  and  Contracts  Policy  Office 

National  Science  Foundation 

1800  G Street,  NW,  Room  1140 

Washington,  DC  20550 

Telephone:  (202)  357-7880 

Joseph  Ellis 

Office  of  Extramural  Affairs 
National  Institute  on  Aging 
Gateway  Building,  Room  2N210 
7201  Wisconsin  Avenue 
Bethesda,  MD  20872 
Telephone:  (301)  496-1472 

Doug  Shawver 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8A17 
Rockville,  MD  20852 
Telephone:  (301)  496-1303 

Sharon  Hunt 

Division  of  Extramural  Activities 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
6120  Executive  Boulevard,  Room  400-B 
Rockville,  MD  20852 
Telephone:  (301)  402-0909 

Paul  Karadbil 

Office  of  Grants  and  Contracts  Management 

National  Center  for  Research  Resources 

Westwood  Building,  Room  849 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  594-7955 
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Shelly  Carow 

Office  of  Extramural  Programs 
National  Library  Medicine 
Building  38A,  Room  5N517 
Bethesda,  MD  20894 
Telephone:  (301)  496-4195 

Willard  Vaughan,  Ph.D. 

Cognitive  and  Neural  Sciences  Division 
Office  of  Naval  Research 
800  N.  Quincy  Street,  Room  823 
Arlington,  VA  22217-5660 
Telephone:  (703)  696-4505 

The  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS)  and  the  National  Eye  Institute  (NEI),  while 
not  cosponsors  of  this  Program  Announcement,  have  continuing  interest  in  the  scientific  areas  related  to  the 
Human  Brain  Project.  NINDS  and  NEI  will  continue  to  fund  research  on  these  topics  through  applications  received 
through  the  regular  receipt  and  referral  processes  of  the  Division  of  Research  Grants.  Applicants  should 
contact  the  relevant  NINDS  or  NEI  program  staff  for  further  information. 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalogue  of  Federal  Domestic  Assistance  Nos.  93.242  (NIMH),  93.279  (NIDA), 
47.074  (NSF),  93.866  (N 1 A) , 93.865  (NICHD),  93.173  (NIDCD),  93.371  (NCRR),  93.879  (NLM)  and  12.300  (ONR). 
Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as 
amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal 
regulations  42  CFR  52  and  45  CFR  part  74.  Applications  submitted  in  response  to  this  announcement  are  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  as  implemented  through  Department 
of  Health  and  Human  Services  regulations  at  45  CFR  part  100  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITirTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 

REVISED  GUIDELINES  FOR  INVESTIGATOR- INITIATED  CLINICAL  TRIALS  1 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 

NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


SPECIALIZED  MATERIALS  SCIENCE  RESEARCH  CENTERS  (RFA  DE-93-01)  2 

National  Institute  of  Dental  Research 
INDEX:  DENTAL  RESEARCH 

IN  UTERO  STEM  CELL  TRANSPLANTATION  FOR  GENETIC  DISEASES  (RFA  HL-93-14)  .....  4 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 

CORE  GRANTS  FOR  CLINICAL  NUTRITION  RESEARCH  UNITS  (RFA  DK-93-20)  6 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
INDEX:  DIABETES,  DIGESTIVE,  KIDNEY 


ONGOING  PROGRAM  ANNOUNCEMENTS 


ACADEMIC  AUARD  IN  ENVIRONMENTAL/OCCUPATIONAL  MEDICINE  (PAR-93-069)  8 

National  Institute  of  Environmental  Health  Sciences 
INDEX:  ENVIRONMENTAL  HEALTH  SCIENCES 

CANCER  PREVENTION  AND  CONTROL  RESEARCH  SMALL  GRANT  PROGRAM  (PA-93-070)  9 

National  Cancer  Institute 
INDEX:  CANCER 

MINORITY  SCHOOL  FACULTY  DEVELOPMENT  AWARD  (PAR-93-071)  12 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 

MINORITY  INSTITUTIONAL  RESEARCH  TRAINING  PROGRAM  (PAR-93-072)  15 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 

RESEARCH  DEVELOPMENT  AWARD  FOR  MINORITY  FACULTY  (PAR-93-073)  17 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 

SHORT-TERM  TRAINING  FOR  MINORITY  STUDENTS  PROGRAM  (PAR-93-074)  20 

National  Heart,  Lung  and  Blood  Institute 
INDEX:  HEART,  LUNG,  BLOOD 


ERRATUM 

PHASE  II  TRIALS  OF  NEW  ANTI -CANCER  AGENTS  (RFA  CA-93-Q9) 22 

National  Cancer  Institute 
INDEX:  CANCER 


This  publication  is  also  available  electronically  to  institutions  via  BfTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details,  or  send  an  E-mail 
message  to  ZNS@NIHCU. 


NOTICES 

REVISED  GUIDELINES  FOR  INVESTIGATOR- INITIATED  CLINICAL  TRIALS 

NIH  Guide.  Volume  22,  Number  14,  April  9,  1993 

P.T.  34;  K.W.  0715040,  0755015 

National  Heart,  Lung,  and  Blood  Institute 

Revised  guidelines  for  Investigator-Initiated  Clinical  Trials  and  updated  instructions  for  the  preparation  of 
trial  applications  for  submission  to  the  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  are  available.  All 
applicants  who  plan  to  submit  applications  for  Investigator-Initiated  Clinical  Trial  grants  to  NHLBI  should 
obtain  a copy  by  calling  the  Review  Administrator  for  the  Clinical  Trials  Review  Committee,  Review  Branch,  NHLBI 
(301  594-7450). 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


SPECIALIZED  MATERIALS  SCIENCE  RESEARCH  CENTERS 


N I H Guide.  Volume  22,  Number  14,  April  9,  1993 

RFA  AVAILABLE:  DE-93-01 

P.T.  34;  K.W.  0750005,  1009007 

National  Institute  of  Dental  Research 

Letter  of  Intent  Receipt  Date:  September  24,  1993 
Application  Receipt  Date:  October  21,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Dental  Research  (NIDR)  invites  applications  from  domestic  institutions  for  the  support 
of  Specialized  Materials  Science  Research  Centers.  The  primary  goal  of  these  centers  is  to  conduct  research 
leading  to  the  development  of  new  and  improved  biocompatible  dental  restorative  materials  as  alternatives  to 
dental  amalgam.  The  centers  are  intended  to  provide  an  environment  that  strengthens  and  increases  productivity 
in  basic  and  clinical  materials  research  leading  to  the  development  of  novel  materials  and  of  innovative 
materials  processing  strategies  through  multidisciplinary  collaborative  efforts.  It  is  important  to  focus  on 
a collaboration  between  basic  and  clinical  sciences  to  achieve  the  proposed  goals.  Applications  in  response 
to  this  RFA  may  not  include  research  on  maxillofacial  and  implant  materials. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Specialized 
Materials  Science  Research  Centers,  is  related  to  the  priority  area  of  oral  health.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies 
of  the  Federal  government.  Foreign  organizations  are  not  eligible  to  apply.  However, domestic  applications  may 
include  international  components.  Only  one  application  will  be  allowed  under  this  program  from  each  U.S. 
institution.  Applications  from  minority  individuals  and  women  are  encouraged.  Although  an  application  must 
be  submitted  from  a single  institution,  it  may  include  consortia  arrangements  with  other  institutions  provided 
these  arrangements  are  clearly  delineated  and  confirmed  by  signed  statements  from  the  responsible  officials  of 
each  institution.  To  be  eligible  for  a center  grant  under  this  program,  the  potential  applicant  institution 
must  have  ongoing,  independently  supported  research  in  materials  science  and  must  propose  new  research  in  the 
area  with  the  ultimate  goal  of  developing  new  or  improved  dental  restorative  materials  and  methods. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  Specialized  Center  grant  (P50).  Responsibility  for 
the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total 
project  period  for  applications  submitted  in  response  to  this  RFA  may  not  exceed  five  years.  The  anticipated 
award  date  is  September  29,  1994.  This  RFA  is  a one-time  solicitation.  It  is  anticipated  that  each  award  will 
be  approximately  $500,000  direct  costs  for  the  first  year.  A standard  escalation  factor  may  be  used  for 
subsequent  budget  periods. 

FUNDS  AVAILABLE 

The  estimated  funds  for  the  first  year  of  support  for  the  entire  program  will  be  $1.5  to  $2.25  million.  It  is 
anticipated  that  two  or  three  grants  will  be  awarded.  This  funding  level  is  dependent  on  the  receipt  of  a 
sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  included  in  the  financial 
plans  of  the  NIDR,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent  upon  availability  of  funds  for 
this  purpose. 

RESEARCH  OBJECTIVES 

The  primary  goal  of  this  initiative  is  to  provide  support  for  interrelated,  multidisciplinary,  basic,  and 
clinical  research  leading  to  the  development  of  new  improved  restorative  dental  materials  and  methodologies  as 
well  as  to  facilitate  and  establish  collaboration  among  basic  materials  scientists,  biomedical  engineers, 
clinical  dental  researchers,  and  industrial  researchers.  A secondary  goal  is  to  create  an  environment  in  which 
these  researchers  can  interact  to  conduct  studies  aimed  at  providing  an  understanding  of  the  physical,  chemical, 
clinical,  and  biological  characteristics  of  novel  materials  and  technologies.  Although  funds  are  not  provided 
for  training,  centers  are  expected  to  provide  a focus  for  training  of  scientists  dedicated  to  the  pursuit  of 
careers  in  dental  materials  research.  The  development  of  the  new  restorative  materials  should  be  accompanied 
by  development  of  procedures  and  guidelines  for  their  optimal  use. 
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STUDY  POPULATIONS 


SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a special  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  September  24,  1993,  a letter  of  intent  that  includes  a 
descriptive  title  of  the  proposed  or  existing  center,  the  name,  address  and  telephone  number  of  the  center 
director,  the  identities  of  other  key  personnel  and  the  participating  insti tution(s)  and  a descriptive  title 
of  each  sub  project,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  a subsequent 
application,  the  information  that  it  contains  is  helpful  to  the  NIDR  staff  in  planning  for  timely  review  of 
applications.  It  allows  Institute  staff  to  estimate  the  potential  workload  and  to  avoid  possible  conflict  of 
interest  in  review. 

The  letter  of  intent  is  to  be  addressed  to  Dr.  Joyce  A.  Reese  at  the  address  listed  under  INQUIRIES. 
APPLICATION  PROCEDURES 

Applications  must  be  received  by  October  21,  1993.  Applications  are  to  be  submitted  on  the  grant  application 
form  PHS  398  (rev.  9/91).  Application  kits  are  available  at  most  institutional  offices  of  sponsored  research; 
from  the  Office  of  Grant  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard 
Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7648;  and  from  the  NIDR  Program  Director  listed  under 
INQUIRIES. 

REVIEW  CONSIDERATIONS 

This  application  must  be  directed  toward  the  objectives  identified  in  the  RFA.  The  primary  factors  that  will 
be  considered  in  the  review  of  the  application  wilt  be  the  demonstrated  ability  or  potential  to  achieve  the 
goals  and  the  scientific  merit  of  the  research  plans. 

AWARD  CRITERIA 

Applicants  should  be  aware  that,  in  addition  to  scientific  merit,  program  priorities  and  program  balance,  the 
total  cost  of  the  Specialized  Materials  Science  Research  Centers  to  the  NIDR  will  be  considered  by  NIDR  staff 
and  the  National  Advisory  Dental  Research  Council  in  making  funding  recommendations.  An  additional 
consideration  will  be  the  extent  to  which  complementary  projects,  supported  from  non- NIDR  funds,  will  contribute 
to  the  cost-effectiveness  of  the  proposed  Specialized  Materials  Science  Research  Centers. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 
Joyce  A.  Reese,  D.D.S.,  M.P.H. 

Biomaterials,  Pulp  Biology  and  Dental  Implants  Program 

National  Institute  of  Dental  Research 

Westwood  Building,  Room  509 

Bethesda,  MD  20892 

Telephone:  (301)  594-7648 

FAX:  (301)  594-7616 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Theresa  Ringler 

Grants  Management  Office 

National  Institute  of  Dental  Research 

Westwood  Building,  Room  510 

Bethesda,  MD  20892 

Telephone:  (301)  594-7629 

FAX:  (301)  594-7600 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.121.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-  410,  as  amended  by  Public  Law 
99-158,42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45 
CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 
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IN  UTERO  STEM  CELL  TRANSPLANT AT I ON  FOR  GENETIC  DISEASES 


NIH  Guide.  Volume  22,  Number  14,  April  9,  1993 

RFA  AVAILABLE:  HL-93-14 

P.T.  34;  K.W.  0715032,  0745065,  0755020 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  October  1,  1993 
Application  Receipt  Date:  November  17,  1993 

THE  REQUEST  FOR  APPLICATION  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Cellular  Hematology  Branch,  Division  of  Blood  Diseases  and  Resources,  National  Heart,  Lung,  and  Blood 
Institute  (NHLBI ) , announces  the  availability  of  an  RFA  to  encourage  the  development  of  methodologies  to  perform 
in  utero  hematopoietic  stem  cell  transplants  to  cure  genetic  blood  diseases  that  can  both  be  diagnosed  in  utero, 
and  are  curable  by  postnatal  marrow  transplantation.  The  specific  focus  will  be  on  animal  models  but  human 
studies  will  also  be  considered. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  In  Utero  Stem  Cell 
Transplantation  for  Genetic  Diseases,  is  related  to  the  priority  areas  of  Cooley's  anemia,  sickle  cell  anemia, 
other  genetic  blood  diseases,  and  hematopoietic  stem  cell  transplantation.  Potential  applicants  may  obtain  a 
copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 

Washington,  DC  20402-9325  (telephone  202-782-3238). 

ELIGIBILITY  REQUIREMENTS 

All  domestic  public  and  private,  for-profit  and  non-profit,  institutions  and  organizations  are  eligible  to  apply 
in  response  to  this  RFA.  Awards  in  connection  with  this  announcement  will  be  made  to  foreign  institutions  only 
for  research  of  very  unusual  merit,  need  and  promise,  and  in  accordance  with  PHS  policy  governing  such  awards. 
Foreign  institutions  are  not  eligible  for  First  Independent  Research  Support  and  Transition  (FIRST)  awards 
(R29) . 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01)  and  FIRST  (R29)  awards 
and  is  a one-time  solicitation.  Applicants,  who  will  plan  and  execute  their  own  research  programs,  are 
requested  to  furnish  their  own  estimates  of  the  time  required  to  achieve  the  objectives  of  the  proposed  research 
project.  Up  to  five  years  of  support  may  be  requested.  At  the  end  of  the  official  award  period,  renewal 
applications  may  be  submitted  for  peer  review  and  competition  for  support  through  the  regular  grant  programs 
of  the  NHLBI.  It  is  anticipated  that  support  for  the  present  program  will  begin  on  July  1,  1994.  Administrative 
adjustments  in  project  period  and/or  amount  of  support  may  be  required  at  the  time  of  the  award.  All  current 
policies  and  requirements  that  govern  the  research  grant  programs  of  the  NIH  will  apply  to  grants  awarded  in 
connection  with  this  RFA.  Since  a variety  of  approaches  would  represent  valid  responses  to  this  announcement, 
it  is  anticipated  that  there  will  be  a range  of  costs  among  individual  grants  awarded. 

FUNDS  AVAILABLE 

Although  the  financial  plans  for  fiscal  year  1994  include  $1.5  million  for  this  program,  award  of  grants 
pursuant  to  this  RFA  is  contingent  upon  receipt  of  funds  for  this  purpose.  It  is  anticipated  that  about  six 
new  grants  will  be  awarded  under  this  program.  The  specific  amount  to  be  funded  will,  however,  depend  on  the 
merit  and  scope  of  the  applications  received  and  on  the  availability  of  funds.  If  collaborative  arrangements 
involve  sub-contracts  with  other  institutions,  the  NHLBI  Grants  Operations  Branch  (telephone  301/594-7436) 
should  be  consulted  regarding  procedures  to  be  followed. 

The  NHLBI  will  sponsor  annual  meetings  to  encourage  the  exchange  of  information  among  investigators  who 
participate  in  this  program.  In  the  preparation  of  the  budget  for  the  grant  application,  applicants  should 
request  additional  travel  funds  for  one  meeting  each  year  to  be  held  in  Bethesda,  Maryland.  Applicants  should 
also  include  a statement  in  the  applications  indicating  their  willingness  to  participate  in  such  meetings. 

RESEARCH  OBJECTIVES 

The  following  are  only  examples  and  prospective  applicants  are  urged  to  use  their  own  ideas  as  to  the  area  of 
research  on  which  to  focus.  The  major  areas  that  need  further  investigation  before  the  procedure  can  be  applied 
in  clinical  practice  include,  among  others:  (a)  improved  donor  cell  engraftment;  (b)  early  expression  of  donor 
cell  activity;  (c)  the  use  of  alternate  sources  of  donor  stem  cells,  such  as  fetal  liver,  adult  peripheral 
blood,  adult  bone  marrow,  and  hematopoietic  stem  cells  that  have  been  expanded  in  culture;  and  (d)  quality 
control  issues  regarding  the  collection,  processing,  storage  and  use  of  donor  hematopoietic  stem  cells. 
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STUDY  POPULATIONS 


SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

The  NHLBI  requests  that  prospective  applicants  submit  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities 
of  other  key  personnel  and  participating  institutions  and  the  number  and  title  of  the  RFA  in  response  to  which 
the  application  may  be  submitted.  Such  letters  are  requested  only  for  the  purpose  of  providing  an  indication 
of  the  number  and  scope  of  applications  to  be  received;  therefore  their  receipt  is  not  acknowledged.  A letter 
of  intent  is  not  binding,  will  not  enter  into  the  review  of  any  application  subsequently  submitted,  nor  is  it 
a necessary  requirement  for  applications.  This  letter  of  intent,  is  to  be  received  by  October  1,  1993,  and  sent 
to: 

Chief,  Centers  and  Special  Projects  Review  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  553 

Bethesda,  MD  20892 

Telephone:  (301)  594-7448 

FAX:  (301)  594-7407 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  November  17,  1993.  Applications  are  to  be  submitted  on  the  research  grant 
application  form  PHS  398  (rev.  9/91).  This  form  is  available  in  an  applicant  institution's  office  of  sponsored 
research.  FIRST  (R29)  award  applications  must  include  at  least  three  sealed  letters  of  reference  attached  to 
the  face  page  of  the  original  application.  FIRST  award  applications  submitted  without  the  required  number  of 
reference  letters  will  be  considered  incomplete  and  will  be  returned  without  review. 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  also  has  an  interest  in  the  subject  matter 
of  this  RFA. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  their  responsiveness  to  the  objectives  of  the  RFA.  If  an 
application  is  judged  unresponsive,  the  applicant  will  be  contacted  to  withdraw  the  application  or  have  it 
considered  as  an  unsolicited  application. 

Applications  judged  to  be  responsive  will  be  reviewed  for  scientific  and  technical  merit  by  an  initial  review 
group,  which  will  be  convened  by  the  Division  of  Extramural  Affairs,  NHLBI,  solely  to  review  these  applications. 

This  initial  review  may  include  a preliminary  evaluation  to  determine  scientific  merit  relative  to  the  other 
applications  received  in  response  to  the  RFA  (triage);  the  NIH  will  withdraw  from  further  consideration 
applications  judged  to  be  noncompetitive  and  promptly  notify  the  principal  investigator/program  director  and 
the  official  signing  for  the  applicant  organization.  Those  applications  judged  to  be  competitive  will  be 
further  evaluated  for  scientific/technical  merit  by  the  usual  peer  review  procedures. 

The  second  level  review  will  be  by  the  National  Heart,  Lung,  and  Blood  Advisory  Council. 

INQUIRIES 

Inquiries  regarding  this  program  and  requests  for  the  RFA  may  be  addressed  to: 

Dr.  Alan  Levine 

Division  of  Blood  Diseases  and  Resources 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  5A12 

Bethesda,  MD  20892 

Telephone:  (301)  496-5911 

FAX:  (301)  496-9940 

For  fiscal  and  administrative  matters,  contact: 

Ms.  Jane  R.  Davis 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A11 

Bethesda,  MD  20892 

Telephone:  (301)  594-7436 

AUTHORITY  AND  REGULATIONS 

The  programs  of  the  Division  of  Blood  Diseases  and  Resources,  NHLBI,  are  described  in  the  Catalog  of  Federal 
Domestic  Assistance  Number  93.839.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act, 
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Section  301  (42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  regulations,  most  specifically 
42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements 
of  Executive  Order  12372,  or  to  Health  Systems  Agency  review. 

CORE  GRANTS  FOR  CLINICAL  NUTRITION  RESEARCH  UNITS 

NIH  Guide.  Volume  22,  Number  14,  April  9,  1993 

RFA  AVAILABLE:  DK-93-20 

P.T . 34;  K.U.  0710095,  0715145,  0710030 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  October  8,  1993 
Application  Receipt  Date:  November  18,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  invites  applications  for  funding 
of  three  Clinical  Nutrition  Research  Unit  (CNRU)  grant  to  be  competitively  awarded  in  Fiscal  Year  1995. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  comnitted  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Request  for  Applications 
(RFA),  Core  Grants  for  Clinical  Nutrition  Research  Units,  is  related  to  the  priority  areas  of  nutrition, 
physical  activity  and  fitness,  heart  disease  and  stroke,  cancer,  diabetes  and  chronic  disabling  conditions. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies 
of  the  Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit  as  Principal  Investigators. 
Foreign  institutions  are  not  eligible  to  apply. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  core  center  grants  (P30).  Responsibility  for  the  planning, 
direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Except  as  otherwise 
stated  in  the  announcement,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  PHS  Grants 
Policy  Statement.  The  earliest  anticipated  award  date  will  be  December  1,  1994.  The  receipt  of  three  competing 
continuation  applications  is  anticipated,  which  will  be  i n compet i t i on  together  with  other  applications  received 
in  response  to  this  announcement.  The  anticipated  awards  will  be  for  five  years  and  will  be  contingent  upon 
the  availability  of  appropriated  funds.  Requests  for  support  must  be  limited  to  no  more  than  $700,000  per  year. 
Any  application  exceeding  this  amount  will  be  returned  to  the  applicant. 

FUNDS  AVAILABLE 

NIDDK  anticipates  awarding  three  CNRU  Grant  in  Fiscal  Year  1995  on  a competitive  basis. 

RESEARCH  OBJECTIVES 

The  NIDDK-supported  CNRUs  are  part  of  an  integrated  program  of  nutrition  and  obesity-related  research  support 
provided  by  the  NIDDK.  These  centers  have  provided  a focus  for  increasing  collaboration  and  cost  effectiveness 
among  groups  of  successful  investigators  at  institutions  with  established  comprehensive  nutritional  sciences 
and  obesity  research  bases. 

The  objectives  of  the  CNRUs  are  to  bring  together  investigators  from  relevant  disciplines  in  a manner  which 
will  enhance  and  extend  the  effectiveness  of  research  related  to  the  nutritional  sciences,  obesity  and  related 
disorders.  Applicants  should  consult  with  NIDDK  staff  concerning  plans  for  the  development  of  the  center. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  a letter  of  intent,  by  October  8,  1993.  The  letter  of  intent  should 
include  a descriptive  title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal 
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Investigator,  the  identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title 
of  the  RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows 
I CD  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  the  Chief,  Review  Branch,  NIDDK  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  grant  application  form  PHS  398  (rev.  9/91),  available  at  most  institutional 
offices  of  sponsored  research  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594-7248.  The  RFA  label 
available  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page.  The  RFA  title  and 
number  must  be  typed  on  line  2a  of  the  face  page  of  the  application  for  and  the  "YES"  box  must  be  marked. 

Applications  must  be  received  by  November  18,  1993,  the  original  and  three  copies  of  the  application  must  be 
sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Two  additional  copies  of  the  application  under  separate  cover  must  be  sent  to: 

Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  406 
Bethesda,  MD  20892 

REVIEW  CONSIDERATIONS 

Applications  for  a CNRU  grant  will  be  evaluated  in  national  competition  by  the  NIH  grant  peer  review  process. 
Applications  will  be  reviewed  initially  by  an  ad  hoc  review  group  convened  by  the  NIDDK  and  subsequently  by  the 
National  Diabetes  and  Digestive  and  Kidney  Diseases  Advisory  Council.  A full  description  of  the  review  process 
and  the  criteria  to  be  used  in  initial  review  are  given  in  the  RFA. 

INQUIRIES 

Prospective  applicants  should  request  the  RFA  and  a copy  of  "Guidelines  for  Clinical  Nutrition  Research  Units" 
before  developing  their  applications.  These  guidelines  contain  important  additional  information  of  the  format, 
content  and  review  criteria.  Prospective  applicants  may  address  inquiries  to  and  obtain  the  RFA  and  guidelines 
from: 

Van  S.  Hubbard,  M.D.,  Ph.D. 

Division  of  Digestive  Diseases  and  Nutrition 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A18B 

Bethesda,  MD  20892 

Telephone:  (301)  594-7573 

FAX:  (301)  594-7504 

Ms.  Nancy  Dixon 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  637A 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.847.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-  158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


ACADEMIC  AWARD  IN  ENVIRONMENTAL/OCCUPATIONAL  MEDICINE 
NIH  Guide.  Volume  22,  Number  12,  March  26,  1993 
PAR  NUMBER:  PAR-93-069 
P.T.  34;  K.U.  0725020,  1007003 

National  Institute  of  Environmental  Health  Sciences 

Appl  ication  Receipt  Date:  June  1,  1993 

PURPOSE 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  announces  its  fourth  national  competition  for 
Environmental/Occupational  Medicine  Academic  Awards  (E/0MAA)  which  last  appeared  in  the  NIH  Guide  for  Grants 
and  Contracts,  Vol.  21,  No.  7,  February  21,  1992,  Page  22.  The  award  will  have  the  dual  purpose  of  improving 
the  quality  of  environmental/occupational  medicine  curricula  and  of  fostering  graduate  research  careers  in 
environmental/occupational  medicine.  For  the  purposes  of  the  Environmental/Occupational  Medicine  Academic 
Award,  the  term  envi rormenta l /occupational  medicine  refers  to  the  area  of  medicine  concerned  with  the 
development  of  knowledge  and  the  application  of  knowledge  directed  at  the  diagnosis,  treatment,  and  prevention 
of  adverse  human  health  effects  from  environmental/occupational  exposures  to  toxic  agents.  This  includes 
adverse  health  effects  in  infants,  children,  and  adults  who  are  at  risk  of  developing  such  health  problems  and 
the  reduction  of  preventable  complications  or  disability  in  persons  of  all  ages  who  have  already  developed  such 
diseases. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement, 
Academic  Award  in  Environmental/Occupational  Medicine,  is  related  to  the  priority  area  of  environmental  health. 
Potential  applicants  may  obtain  a copy  of  Healthy  People  2000  (Full  Report:  Stock  No.  017-001-00474-0)  or 
Healthy  People  2000  (Sunmary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Only  schools  of  medicine  or  osteopathy  in  the  United  States  and  its  possessions  or  territories  are  eligible  to 
compete  for  Environmental/Occupational  Medicine  Academic  Award  for  a project  period  that  does  not  exceed  five 
years  and,  if  successful,  to  receive  the  award  once  only. 

MECHANISM  OF  SUPPORT 

Mechanism  of  support  for  this  activity  will  be  the  research  career  program  (academic)  (K07)  award. 

RESEARCH  OBJECTIVES 

The  NIEHS  initiated  the  Environmental/Occupational  Medicine  Academic  Award  Program  to  provide  a stimulus  for 
development  of  an  environmental/occupational  medicine  curriculum  in  those  schools  that  do  not  have  one  and  to 
strengthen  and  improve  the  environmental/occupational  medicine  curriculun  in  schools  that  do.  Awards  provide 
support  to  applicant  faculty  members  for  their  educational  development  and  for  implementation  or  expansion  of 
the  curriculum  in  environmental/occupational  medicine. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91).  Application  deadline  date 
is  June  1,  1993.  Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may 
be  obtained  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health, 
Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248.  The  title  and  number  of  the 
announcement  must  be  typed  in  Section  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be 
reviewed  for  technical  merit  by  a special  study  section  convened  by  NIEHS  in  accordance  with  the  standard  NIH 
peer  review  procedures.  Following  technical  review,  the  applications  will  receive  a second- level  review  by  the 
National  Advisory  Environmental  Health  Sciences  Council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications  in  the  Career  (K)  category 
assigned  to  the  NIEHS.  Applications  will  be  evaluated  for  evidence  of  commitment  by  both  the  sponsoring 
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institution  and  the  sponsoring  department  or  division  to  the  accomplishment  of  the  objectives  of  the  award,  as 
well  as  the  qualification,  interest,  and  commitment  of  the  candidate  to  undertake  the  responsibility  for 
implementing  a high-quality  environmental/occupational  medicine  curriculum.  Additional  criteria  are  included 
in  the  program  guidelines  available  from  N1EHS  program  staff. 

INQUIRIES 

Program  Guidelines  for  the  E/OMAA  award  are  available.  Written  and  telephone  inquiries  are  encouraged.  The 
opportunity  to  clarify  any  issues  or  questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Annette  G.  Kirshner,  Ph.D. 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-0488 

Direct  inquiries  regarding  fiscal  matters  to: 

David  L.  Mineo 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.894.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 

CANCER  PREVENTION  AND  CONTROL  RESEARCH  SMALL  GRANT  PROGRAM 

NIH  Guide.  Volume  22,  Number  14,  April  9,  1993 
PA  NUMBER:  PA-93-070 

P.T.  34;  K.U.  0715035,  0795003,  0745035,  0745027,  0414000,  0417000 
National  Cancer  Institute 

Application  Receipt  Dates:  June  1 and  October  1 of  1993,  1994,  and  1995 
PURPOSE 

The  National  Cancer  Institute  (NCI)  invites  applications  for  small  research  grants  (R03)  in  cancer  prevention 
and  control.  This  program  announcement  is  designed  to  aid  and  facilitate  the  growth  of  a nationwide  cohort  of 
scientists  with  a high  level  of  research  expertise  in  the  field  of  human  cancer  control  intervention  research. 

New  and  experienced  investigators  in  relevant  fields  and  disciplines  (e.g.,  disease  prevention  and  control, 
medicine,  public  health,  health  promotion,  epidemiology,  social  work,  nursing  research,  nutrition,  health 
policy,  health  services  research,  and  behavioral  sciences,  such  as  psychology,  health  education,  sociology,  and 
community  organization)  may  submit  applications  to  test  ideas  or  do  pilot  studies. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Cancer  Prevention 
and  Control  Research  Small  Grant  Program,  is  related  to  the  priority  areas  of  cancer,  nutrition  and  tobacco. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  (202)  783-3238). 

ELIGIBILITY  REQUIREMENTS 

Eligible  applicants  include  established  researchers,  new  investigators,  qualified  staff  of  public  health  and 
collaborating  agencies,  and  predoctoral  investigators  currently  enrolled  in  an  accredited  doctoral  degree 
program.  Ineligible  applicants  are  those  who  are  or  have  previously  been  Principal  Investigator  (PI)  on  an  NCI 
funded  Cancer  Control  grant  or  contract  for  more  than  two  years;  previous  recipients  (Pis)  of  a DCPC  Small 
Grant;  and  foreign  institutions.  Small  grant  research  support  may  NOT  be  used  to  supplement  research  projects 
currently  supported  by  Federal  or  non-Federal  funds,  or  to  provide  interim  support  of  projects  under  review  by 
the  Public  Health  Service. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  the  small  grant  (R03)  funding  mechanism.  Total  direct  costs  up  to  $50,000  are 
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allowed.  The  total  project  period  may  not  exceed  two  years. 

RESEARCH  OBJECTIVES 

This  program  is  designed  to  encourage  investigators  from  a variety  of  academic,  scientific,  and  public  health 
disciplines  to  apply  their  skills  to  scientific  investigations  in  the  field  of  human  cancer  control  intervention 
research.  The  research  may  occur  in  a variety  of  settings,  such  as  universities,  cancer  centers,  communities, 
schools,  health  departments,  laboratories,  and  worksites. 

Investigators  may  choose  any  of  the  full  range  of  scientific  approaches  to  their  work.  Many  studies  and 
research  designs  may  contribute  to  the  design,  implementation,  or  evaluation  of  future  phase  III -V  studies, 
e.g.,  descriptive  baseline  surveys,  testing,  modification  and  validation  of  surveys  or  program  materials  for 
use  in  the  proposed  population  groups,  testing  of  recruitment  or  compliance  procedures  for  participants,  and 
the  like.  Applications  should  include  justification  of  study  design  and  sample  size,  as  well  as  clearly 
indicate  the  significance  of  the  research  and  where  it  will  lead. 

The  following  cancer  control  program  areas  are  appropriate  for  Human  Intervention  research  grant  applications: 
o Prevention  - chemoprevention,  diet  and  nutrition  intervention  studies. 

o Screening  and  early  detection  - pilot  studies  of  new  methods;  application  of  the  "NCI  Guidelines  for  Early 
Detection."  In  the  area  of  breast  screening  and  detection,  studies  of  breast  self-examination  as  a single 
modality  will  not  be  accepted. 

o Cancer  control  sciences  - studies  to  change  current  behaviors  and/or  institute  new  behaviors  or  health 
promotion  interventions  effective  in  reducing  incidence,  morbidity  or  mortality  from  cancer. 

o Smoking  prevention  and  cessation  - pilot  studies  targeted  at  improving  utilization  of  current  technologies 
in  target  populations  or  organizations  are  encouraged.  Minor  enhancements  of  existing  technology  are  not 
encouraged. 

o Applications  research  - in  modifying,  feasibility  testing,  and  adopting  proven  state-of-the-art  intervention 
programs  and  strategies  from  other  research  projects  (e.g.,  screening,  smoking  prevention,  etc.)  for  use  in 
special  populations,  state  and  local  health  agencies,  or  other  organizational  and  community  setting. 

In  addition,  planning,  epidemiologic,  and  survey  studies  aimed  at  developing  cancer  control  operations  research 
and  evaluation  studies  are  appropriate  for  human  intervention  research  grant  applications. 

o Community  oncology  - improving  the  application  of  patient  management,  pain  and  symptom  management, 
rehabilitation  and  continuing  care  research  advances  into  community  settings. 

o Applied  epidemiology  studies  - using  epidemiologic  methods  to  determine  the  association  between  exposure  to 
an  intervention  and  its  impact  on  disease. 

Although  the  specific  study  proposed  may  attempt  only  to  obtain  preliminary  data  and/or  conduct  pilot  studies 
in  support  of  a future,  more  detailed  Phase  1 1 1 - V study,  it  is  important  that  a long-term  human  cancer  control 
hypothesis  and  supporting  scientific  justification  be  presented. 

Exclusions 

Studies  to  determine  the  efficacy  of  chemotherapy,  surgery,  radiotherapy  and  other  primary  treatment 
interventions  are  not  considered  cancer  control  research  under  this  PA.  Any  laboratory  animal  studies  are  not 
allowed. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  which  disproportionately  affect  them.  This  policy  is  intended  to  apply  to  males  and 
females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical  research, 
particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS 
398  (rev.  9/91)  in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants 

are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority 

groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  Unites  States  racial/ethnic  minority  populations  [i.e..  Native  Americans 
(including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics].  The  rationale 
for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  or 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
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in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  from  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
application  deadlines  indicated  in  this  announcement.  Applications  received  after  the  October  1 receipt  date 
will  be  returned  to  the  applicant. 

Application  kits  are  available  at  most  institutional  office  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grant  Inquires,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  (301)  594-7248.  The  title  and  number  of  this  announcement  must  be  typed  in 
Section  2a  on  the  face  page  of  the  application. 

Note  that  the  following  additional  page  limitations  (typewritten,  single- spaced)  apply  to  the  Research  Plan  of 
the  application: 

Research  Plan  (14  pages  total;  a suggested  page  distribution  is  as  follows): 

o Specific  Aims  - one  page.  Clearly  state  the  cancer  control  hypothesis  and  intervention  to  be  studied, 
o Background  and  Significance  - one  page. 

o Progress  Report  and  Preliminary  Studies  - if  applicable,  two  pages, 
o Research  Design  and  Methods  - 10  pages. 

Following  the  research  plan,  include  the  discussion  of  Human  Subjects  and  the  literature  cited.  Appendices  are 
acceptable.  These  page  limitations  and  others  in  the  PHS  398  Application  Instructions  must  be  observed  or  the 
application  will  not  be  accepted. 

The  completed  original  application  and  four  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Also  send  a copy  of  the  application  to  the  Ms.  Helen  Meissner  at  the  address  listed  under  INQUIRIES  when  the 
grant  is  submitted. 

Applications  responding  to  this  PA  should  include  one  round  trip,  two-day  meeting  to  Bethesda,  MD  in  the  budget. 
REVIEW  PROCEDURES 

Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be 
reviewed  for  scientific  and  technical  merit  by  an  appropriate  review  group  of  the  NIH. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications  assigned  to  the  National 
Cancer  Institute.  Funding  decisions  will  be  based  upon  quality  of  the  proposed  project  as  determined  by  peer 
review,  availability  of  funds,  and  program  balance  among  research  areas  of  the  announcement. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  Direct  inquiries  regarding  programmatic  issues  to: 

Helen  I.  Meissner,  Sc.M. 

National  Cancer  Institute 
Executive  Plaza  North,  Room  330 
Bethesda,  MD  20892 
Telephone:  (301)  496-8520 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Ei leen  Natoli 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Room  243 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  ext.  56 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.399.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  52  and  45 
CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 

MINORITY  SCHOOL  FACULTY  DEVELOPMENT  AWARD 

NIH  Guide.  Volume  22,  Number  14,  April  9,  1993 

PAR  NUMBER:  PAR-93-071 

P.T.  34,  FF;  K.W.  0720005,  0715032,  0715040,  0715165 
National  Heart,  Lung,  and  Blood  Institute 
Appl  ication  Receipt  Date:  August  27,  1993 
PURPOSE 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI ) announces  a program  directed  at  developing  the  research 
capabilities  of  faculty  investigators  at  minority  schools  in  areas  relevant  to  cardiovascular,  pulmonary,  and 
hematologic*  diseases  and  resources.  The  purpose  of  the  award  is  to  encourage  the  enhancement  of  research 
skills  in  the  areas  of  interest  to  the  NHLBI  by  faculty  members  at  minority  institutions  and  to  increase  the 
number  of  minority  individuals  involved  in  research  endeavors. 

* Within  the  NHLBI,  the  term  "hematologic"  covers  research  on  thrombosis  and  hemostasis,  immunohematology,  blood 
cell  disorders,  hematopoiesis,  thalassemia,  sickle  cell  disease,  transfusion  medicine  including  blood  component 
and  derivative  therapy,  blood  substitutes  and  blood  resource  management,  aspects  of  AIDS-products  in  AIDS 
prevention  and  treatment,  and  AIDS-related  bone  marrow  and  hematologic  disorders.  Other  Institutes  of  the  NIH 
are  responsible  for  research  on  disorders  of  white  cells,  including  the  leukemias  and  other  blood  malignancies, 
and  basic  immunology  related  to  the  lymphoid  system.  Therefore  the  NHLBI  cannot  provide  support  for  such 
studies. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000",  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement, 
the  Minority  School  Faculty  Development  Award,  is  related  to  the  priority  area  of  heart  disease  and  stroke. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Awards  in  this  program  will  be  made  to  domestic  minority  institutions  on  behalf  of  awardees,  each  of  whom  will 
work  with  a mentor  at  a nearby  (within  100  miles)  research  center,  who  is  recognized  as  an  accomplished 
investigator  in  the  research  area  proposed  and  who  will  provide  guidance  for  the  awardee's  development  and 
research  plan.  A minority  school  is  defined  as  a domestic  medical  or  non-medical  college,  university  or 
equivalent  school  in  which  students  of  minority  ethnic  groups  including  Blacks,  Hispanics,  American  Indians, 
and  Asian  or  Pacific  Islanders  comprise  a majority  or  significant  proportion  of  the  school  enrollment.  The 
commitment  of  the  institution  to  the  faculty  candidate's  research  and  development  must  clearly  be  presented  in 
the  application.  This  should  include  statements  from  the  Dean  and  departmental  chair  indicating  that  the 
candidate  will  be  provided  with  sufficient  release  time  from  other  duties  to  accomplish  the  research  goals 
stated  in  the  application. 

Candidates  for  this  award  are  minority  school  faculty  members  who  (1)  are  citizens  of  the  United  States, 
non-citizen  nationals  or  permanent  residents  at  the  time  of  application,  (2)  have  a doctoral  degree  or 
equivalent  in  a biomedical  or  behavioral  science,  (3)  wish  to  receive  specialized  training  in  cardiovascular, 
pulmonary,  or  hematologic  research,  and  (4)  have  the  background  and  potential  to  benefit  from  the  training. 
Each  candidate  must  identify  and  complete  arrangements  with  a nearby  mentor  (within  approximately  100  miles) 
who  is  recognized  as  an  accomplished  investigator  in  the  research  area  proposed  and  who  will  provide  guidance 
for  the  awardee's  development  and  research  plan.  Plans  for  the  intensive  training  during  the  summer  period  (2 
- 3 months)  as  well  as  during  the  academic  years  should  be  developed  with  the  mentor. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  is  the  career  development  award  (K14).  Awards  will  be  made  to  the  minority  institution 
on  behalf  of  the  awardee.  Each  award  will  have  a duration  of  five  years  and  is  non- renewable.  These  awards 
may  not  be  transferred  to  another  institution  or  faculty  member.  Funding  beyond  the  first  year  of  the  grant 
is  contingent  upon  satisfactory  progress  during  the  preceding  year.  If  funds  are  to  be  transferred  to  the 
mentor's  institution  for  any  purpose,  arrangements  for  the  transfer  or  conduct  of  activities  must  be  formalized 
in  a contract  or  written  agreement  with  the  mentor's  institution. 

The  awardee  may  receive  salary  support  up  to  a maximum  of  $50,000  plus  fringe  benefits  per  year  for  five  years. 
All  funds  must  be  used  to  support  the  awardee.  Awardees  must  commit  100  percent  of  effort  during  summer  and/or 
off  quarter  periods  and  at  least  25  percent  of  effort  during  the  academic  year.  In  addition  to  the  salary 
request  for  the  candidate,  support  for  up  to  10  percent  of  the  mentor's  salary  during  the  summer  experience  may 
also  be  requested.  Up  to  $20,000  per  year  will  be  provided  for  research  support.  Details  regarding  the 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  14  - April  9,  1993 

12 


apportionment  of  these  funds  between  the  minority  institution  and  the  research  center  must  be  worked  out  with 
the  mentor  at  the  research  center  and  agreed  to  by  representatives  of  both  institutions.  Indirect  costs  will 
be  awarded  on  8 percent  of  total  direct  costs  exclusive  of  equipment.  The  indirect  cost  rate  on  subcontract 
costs  for  the  mentor's  institution  may  not  exceed  8 percent  of  total  costs. 

RESEARCH  OBJECTIVES 

The  Minority  School  Faculty  Development  Award  is  intended  to: 

1.  Encourage  the  development  of  faculty  investigators  at  minority  schools  in  areas  relevant  to  cardiovascular, 
pulmonary  and  hematologic  diseases  and  transfusion  medicine. 

2.  Stimulate  cardiovascular,  pulmonary,  and  hematologic  disease  research,  prevention,  control  and  education 
by  offering  minority  school  faculty  menders  the  opportunity  to  enhance  their  research  capabilities  in  these 
areas. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  finds  can  be  of  benefits  to  all  persons  at 
risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
in  sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Hunan  Subjects.  Applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However, 
NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation 
of  the  ful l array  of  United  States  racial/ethnic  mi  nor i ty  populations  ( i .e. , Native  American  (including  American 
Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single 
minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 

results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application.  All  applications  for  clinical  research  submitted  to  NIH  are  required  to 

address  these  policies.  NIH  funding  components  will  not  award  grants  or  cooperative  agreements  that  do  not 

comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  August  27,  1993.  Applications  are  to  be  submitted  on  the  grant  application 
form  PHS  398  (rev.  9/91).  Application  kits  are  available  at  most  institutional  offices  of  sponsored  research 
and  may  be  obtained  from  the  Office  of  Grants  Inquires,  Division  of  Research  Grants,  National  Institutes  of 
Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248.  The  title  and  number  of  the 
announcement  must  be  typed  in  section  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  three  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Two  additional  copies  of  the  application  must  be  sent  to: 

Scientific  Review  Administrator 
Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  550 
Bethesda,  MD  20892 
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REVIEW  PROCEDURES 


All  applications  will  be  reviewed  for  scientific  and  technical  merit  by  the  Research  Training  Review  Committee 
of  the  Division  of  Extramural  Affairs,  NHLBI,  followed  by  a second  level  review  by  the  National  Heart,  Lung, 
and  Blood  Advisory  Council. 

The  factors  to  be  considered  in  the  evaluation  of  the  proposed  training  program  are: 

o the  overall  merit  of  the  candidate's  five  year  plan  for  research  and  the  development  of  research  skills. 

o the  background  and  potential  of  the  proposed  candidate  for  developing  into  an  independent  biomedical 
investigator. 

o the  candidate's  commitment  to  a research  career. 

o the  ability  of  both  the  minority  institution  and  the  training  center  to  provide  facilities,  resources,  and 
opportunities  necessary  for  the  candidate's  research  development. 

o the  qualifications,  ability,  and  plans  of  the  sponsor  who  will  provide  the  candidate  with  the  guidance 
necessary  for  career  development  in  research. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  other  approved  career  development  award  applications  assigned 
to  the  National  Heart,  Lung,  and  Blood  Institute.  The  following  will  be  considered  in  making  funding  decisions: 

o Technical  merit  of  the  application  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  the  research  areas  of  the  announcement 
INQUIRIES 


Written  and  telephone  inquires  are  encouraged.  Guidelines  for  this  program  may  be  obtained  from: 

John  Fakunding,  Ph.D. 

Division  of  Heart  and  Vascular  Diseases 
National  Heart,  Lung  and  Blood  Institute 
Federal  Building,  Room  3C04 
Bethesda,  MD  20892 
Telephone:  (301)  496-1724 


Helena  0.  Mishoe,  Ph.D. 

Division  of  Blood  Diseases  and  Resources 
National  Heart,  Lung  and  Blood  Institute 
Federal  Building,  Room  5A12 
Bethesda,  MD  20892 
Telephone:  (301)  496-5911 


Mary  Rei l ly,  M.S. 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  640A 

Bethesda,  MD  20892 

Telephone:  (301)  594-7466 


For  fiscal  and  administrative  matters,  contact: 


Jane  Davis 

Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  4A15C 
Bethesda,  MD  20892 
Telephone:  (301)  594-7436 


AUTHORITY  AND  REGULATION 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  numbers  93.837,  93.838,  and  93.839. 
Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law 
78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  at  42  CFR 
Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 
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MINORITY  INSTITUTIONAL  RESEARCH  TRAINING  PROGRAM 


NIH  Guide.  Volume  22,  Number  14,  April  9,  1993 
PAR  NUMBER:  PAR-93-072 

P.T.  44,  FF;  K.W.  0720005,  0715032,  0715040,  0715165 
National  Heart,  Lung,  and  Blood  Institute 
Application  Receipt  Date:  August  27,  1993 
PURPOSE 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI ) announces  a program  to  support  full  time  research  training 
for  investigative  careers  at  minority  schools  in  areas  related  to  cardiovascular,  pulmonary,  and  hematologic* 
diseases. 

* Within  the  NHLBI,  the  term  "hematologic"  covers  research  on  thrombosis  and  hemostasis,  immunohematology,  blood 
cell  disorders,  sickle  cell  disease,  blood  resources,  including  blood  component  and  derivative  therapy,  blood 
substitutes  and  blood  resource  management,  aspects  of  AIDS  products  in  AIDS  prevention  and  treatment,  and 
AIDS-related  bone  marrow  and  hematologic  disorders.  Other  Institutes  of  the  NIH  are  responsible  for  research 
on  disorders  of  white  cells,  including  the  leukemias,  and  other  blood  malignancies,  and  basic  immunology  related 
to  the  lymphoid  system.  Therefore  the  NHLBI  does  not  provide  support  for  such  studies. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement. 
Minority  Institutional  Research  Training,  is  related  to  the  priority  area  of  heart  disease  and  stroke. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Awards  in  this  program  will  be  made  to  minority  institutions,  each  of  which  will  collaborate  with  a research 
center  that  has  well-established  cardiovascular,  pulmonary,  or  hematologic  research  and  research  training 
programs.  The  applicant  institution  must  be  a domestic  medical  or  non-medical  college,  university  or  equivalent 
school  in  which  students  of  underrepresented  minority  groups,  including  Blacks,  Hispanics,  American  Indians, 
and  Asian  and  Pacific  Islanders,  comprise  a majority  or  a significant  proportion  of  the  school  enrollment.  The 
program  director  at  the  minority  school  will  be  responsible  for  the  selection  and  appointment  of  trainees  and 
the  overall  direction  of  the  training  program. 

The  collaborating  research  center  should  be  a medical  school  or  comparable  institution  that  has  strong, 
well-established  cardiovascular,  pulmonary,  or  hematologic  research  and  research  training  programs.  Cooperation 
between  institutions  is  needed  to  provide  each  trainee  with  a mentor  who  is  recognized  as  an  accomplished 
investigator  in  cardiovascular,  pulmonary,  or  hematologic  research  and  who  will  assist  the  advisor  at  the 
minority  institution  in  the  trainee's  development  and  research  plan.  Trainees  either  must  be  training  at  the 
post-baccalaureate  level  in  a relevant  biomedical  or  behavioral  science  and  have  made  a strong  commitment  to 
completing  a doctoral  degree,  be  enrolled  in  a minority  health  professional  school,  or  have  a doctoral  degree 
or  equivalent  in  a biomedical  or  behavioral  science. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  is  the  Institutional  National  Research  Service  Award  (T32).  Institutions  may  request 
up  to  five  years  of  support.  Training  programs  may  support  predoctoral  students,  postdoctoral  trainees,  and 
short-term  trainees  in  health  professional  schools.  Stipend  levels  for  predoctoral  and  short-term  trainees  are 
$8,800  per  year  and  stipend  levels  for  postdoctoral  trainees  range  from  $18,600  to  $32,300  per  year.  Stipends 
may  be  supplemented  from  non-Federal  sources.  Training  related  expenses,  tuition  and  fees,  and  travel  expenses 
may  also  be  requested  for  trainees,  although  the  levels  may  vary  depending  on  the  type  of  training  to  be 
supported.  The  trainees  may  be  appointed  for  9-12  months  (for  short-term  trainees,  the  period  of  appointment 
may  be  of  2 to  3 months  duration)  at  any  time  during  the  course  of  the  budget  period  after  he/she  has  been 
accepted  as  a full-time  student.  A strong  interest  in  a cardiovascular,  pulmonary,  or  hematologic  research 
career  must  be  evident.  Indirect  costs  will  be  awarded  based  on  eight  percent  of  total  direct  costs  with  no 
exclusions  from  the  base  for  training-related  expenses. 

RESEARCH  OBJECTIVES 

The  Minority  Institutional  Research  Training  Program  is  designed  to  offer  research  training  grant  awards  in 
cardiovascular,  pulmonary,  and  hematologic  research  to  minority  schools  to  enable  qualified  graduate  students, 
health  professional  students,  and  postdoctoral  students  to  participate  in  research  programs.  It  is  expected 
to  attract  students  in  the  developmental  stages,  increase  awareness  of  these  diseases,  and  to  acquaint  them  with 
career  opportunities  in  research. 

The  Minority  Institutional  Research  Training  Program  is  intended  to: 

o Train  graduate  students,  health  professional  students,  and  postdoctoral  students  at  minority  schools  that 
have  the  potential  to  develop  a meritorious  program  in  cardiovascular,  pulmonary,  or  hematologic  research  for 
research  careers  in  areas  relevant  to  these  diseases. 
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o Stimulate  cardiovascular,  pulmonary,  and  hematologic  diseases  and  hematologic  resources  research,  prevention, 
control,  and  education  by  offering  minority  school  graduate  students,  health  professional  students,  and 
postdoctoral  students  the  opportunity  to  enhance  their  research  capabilities  in  these  areas. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91).  Application  kits  are 
available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  (301)  594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  section  2a  on 
the  face  page  of  the  application. 

The  completed  original  application  and  three  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Two  additional  copies  of  the  application  must  be  sent  to: 

Scientific  Review  Administrator 
Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  550 
Bethesda,  MD  20892 

Applications  must  be  received  by  August  27,  1993. 

REVIEW  PROCEDURES 

All  applications  responding  to  this  announcement  will  be  reviewed  for  scientific  and  technical  merit  by  the 
Research  Training  Review  Committee  of  the  Division  of  Extramural  Affairs,  NHLBI,  followed  by  a second  level 
review  by  the  National  Heart,  Lung,  and  Blood  Advisory  Council. 

The  factors  to  be  considered  in  the  evaluation  of  the  proposed  training  program  are: 

o Adequacy  of  faculty,  facilities,  and  resources  for  the  proposed  research  training,  both  at  the  minority 
institution  and  the  research  center; 

o Adequacy  of  the  cooperative  arrangements  between  the  minority  institution  and  the  research  program; 
o Commitment  of  the  relevant  faculty  and  the  two  institutions  to  the  goals  of  the  training  program; 
o Procedures  for  evaluation  of  the  impact  of  the  program  on  the  trainees  involved. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  other  approved  applications  assigned  to  the  National  Heart, 
Lung,  and  Blood  Institute.  The  following  will  be  considered  in  making  funding  decisions: 

o Scientific  and  technical  merit  of  the  application  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  the  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquires  are  encouraged.  Guidelines  for  this  program  may  be  obtained  from  any  of  the 
fol lowing: 

John  Fakunding,  Ph.D. 

Division  of  Heart  and  Vascular  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  3C04 
Bethesda,  MD  20892 
Telephone:  (301)  496-1724 

Fann  Harding,  Ph.D. 

Division  of  Blood  Diseases  and  Resources 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  5A08 
Bethesda,  MD  20892 
Telephone:  (301)  496-1817 

Mary  Reilly,  M.S. 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  640A 

Bethesda,  MD  20892 

Telephone:  (301)  594-7466 
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For  fiscal  and  administrative  matters,  contact: 


Grants  Operations  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A15C 

Bethesda,  MD  20892 

Telephone:  (301)  594-7434 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Nos.  93.837,  93.838,  and  93.839.  Awards 
will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410, 
as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  at  42  CFR  Part  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 

RESEARCH  DEVELOPMENT  AWARD  FOR  MINORITY  FACULTY 

NIH  Guide.  Volume  22,  Number  14,  April  9,  1993 
PAR  NUMBER:  PAR-93-073 

P.T.  34,  FF;  K.W.  0720005,  0715032,  0715040,  0715165 
National  Heart,  Lung,  and  Blood  Institute 
Application  Receipt  Date:  August  27,  1993 
PURPOSE 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  announces  a program  directed  at  developing  the  research 
capabilities  of  minority  faculty  investigators  in  areas  relevant  to  cardiovascular,  pulmonary,  and  hematologic* 
diseases  and  resources.  The  purpose  of  the  award  is  to  encourage  the  enhancement  of  research  skills  in  the 
areas  of  interest  to  the  NHLBI  by  minority*  faculty  members  at  domestic  institutions  and  to  increase  the  number 
of  minority  individuals  involved  in  research  endeavors. 

* Within  the  NHLBI,  the  term  "hematologic"  covers  research  on  thrombosis  and  hemostasis,  immunohematology,  blood 
cell  disorders,  hematopoiesis,  thalassemia,  sickle  cell  disease,  transfusion  medicine  including  blood  component 
and  derivative  therapy,  blood  substitutes  and  blood  resource  management,  aspects  of  AIDS-products  in  AIDS 
prevention  and  treatment,  and  AIDS-related  bone  marrow  and  hematologic  disorders.  Other  Institutes  of  the  NIH 
are  responsible  for  research  on  disorders  of  white  cells,  including  the  leukemias  and  other  blood  malignancies, 
and  basic  immunology  related  to  the  lymphoid  system.  Therefore,  the  NHLBI  cannot  provide  support  for  such 
studies. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement, 
Research  Development  Award  for  Minority  Faculty,  is  related  to  the  priority  area  of  heart  disease  and  stroke. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Awards  in  this  program  will  be  made  to  domestic  institutions  or  organizations  on  behalf  of  awardees. 
Individuals  for  this  program  must  have  been  awarded  a doctoral  degree  (a  Ph.D.,  M.D.,  D.V.M.  or  D.O.,  degree 
or  its  equivalent)  and  have  a faculty  appointment  at  an  accredited  college  or  university  at  the  time  of  award. 
Applicants  for  this  award  must  be  either  citizens  or  noncitizen  nationals  of  the  United  States  or  have  been 
lawfully  admitted  to  the  United  States  for  permanent  residence.  An  individual  lawfully  admitted  for  permanent 
residence  must  submit,  with  the  application,  a notarized  statement  indicating  possession  of  the  Alien 
Registration  Receipt  Card  (1-151  or  1-551).  Individuals  on  temporary  or  student  visas  are  not  eligible. 

Candidates  must  be  nominated  by  an  institution  on  the  basis  of  qualifications,  interests,  accomplishments, 
motivation,  and  potential  for  performing  quality  research.  The  candidate's  academic  background,  previous 
experience,  and  career  goals  should  determine  both  the  necessary  length  and  the  kind  of  program  that  is 
appropriate.  Each  candidate  must  identify  a sponsor(s)  who  is  an  accomplished  investigator  in  the  research  area 
proposed  and  has  experience  in  developing  independent  investigators.  The  sponsor  is  not  required  to  be 
affiliated  with  the  applicant  institution. 

For  the  purpose  of  this  program,  underrepresented  minority  faculty  members  are  defined  as  individuals  belonging 
to  a particular  ethnic  or  racial  group  that  has  been  determined  by  the  grantee  institution  to  be 
underrepresented  in  biomedical  or  behavioral  research.  In  making  grant  awards  under  this  program,  the  NHLBI 
will  give  priority  to  projects  involving  Black,  Hispanic,  Native  American,  Pacific  Islander  and  other  ethnic 
or  racial  group  members  who  have  been  found  to  be  underrepresented  in  biomedical  or  behavioral  research 
national ly. 
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MECHANISM  OF  SUPPORT 


The  mechanism  of  support  is  the  career  development  award  (K14).  Awards  will  be  made  to  the  institution  on 
behalf  of  the  awardee.  Each  award  will  have  a duration  of  three  to  five  years  and  is  non- renewable.  Funding 
beyond  the  first  year  of  the  grant  is  contingent  upon  satisfactory  progress  during  the  preceding  year. 
Substitution  of  another  sponsor  and/or  a change  of  institution  may  be  permitted  with  the  prior  approval  of  the 
NHLBI . 

The  awardee  may  receive  salary  support  up  to  a maximum  of  $50,000  plus  fringe  benefits  per  year  for  five  years. 
All  funds  must  be  used  to  support  the  awardee.  A minimum  of  80  percent  effort  must  be  devoted  to  the  research 
program.  The  remainder  may  be  devoted  to  other  clinical  and  teaching  pursuits  that  are  consistent  with  the 
program  goals,  i.e.,  the  candidate's  development  into  an  independent  biomedical  scientist  or  the  maintenance 
of  the  teaching  and  clinical  skills  needed  for  an  academic  research  career.  In  addition  to  the  salary  request 
for  the  candidate,  support  for  up  to  five  percent  of  the  sponsor's  salary  may  be  requested.  Up  to  $30,000  per 
year  will  be  provided  for  research  support. 

RESEARCH  OBJECTIVES 

The  Research  Development  Award  for  Minority  Faculty  is  intended  to: 

o encourage  research-oriented  minority  faculty  to  develop  independent  research  skills  and  gain  experience  in 
advanced  methods  and  experimental  approaches  in  the  basic  and  applied  sciences  relevant  to  heart,  blood  vessel, 
lung,  blood  diseases,  and  transfusion  medicine. 

o increase  the  pool  of  highly  trained  minority  investigators  who  can  use  advanced  technologies  to  address  the 
major  problems  in  heart,  blood  vessel,  lung,  blood  diseases,  and  transfusion  medicine. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  is  study  populations  so  that  research  finds  can  be  of  benefits  to  all  persons  at 
risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
in  sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However, 
NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation 
of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  Native  American  (including  American 
Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single 
minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  hunan  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  August  27,  1993.  Applications  are  to  be  submitted  on  the  grant  application 
form  PHS  398  (rev.  9/91).  Application  kits  are  available  at  most  institutional  offices  of  sponsored  research 
and  may  be  obtained  from  the  Office  of  Grants  Inquires,  Division  of  Research  Grants,  National  Institutes  of 
Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301-594-7248.  The  title  and  number  of  the 
announcement  must  be  typed  in  section  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  three  legible  copies  must  be  sent  or  delivered  to: 
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Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Two  additional  copies  of  the  application  must  be  sent  to: 

Scientific  Review  Administrator 
Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  550 
Bethesda,  MD  20892 

REVIEW  PROCEDURES 

All  applications  will  be  reviewed  for  scientific  and  technical  merit  by  the  Research  Training  Review  Committee 
of  the  Division  of  Extramural  Affairs,  NHLBI,  followed  by  a second  level  review  by  the  National  Heart,  Lung, 
and  Blood  Advisory  Council. 

The  criteria  for  initial  review  of  applications  include: 

1.  Candidate  --  The  candidate's  overall  competence  as  demonstrated  by  academic  record  and  performance, 
potential  for  a career  in  independent  research,  and  commitment  or  interest  in  pursuing  an  academic  research 
career. 

2.  Sponsor(s)  --  The  sponsor's  accomplishments  in  the  scientific  research  area(s)  proposed,  experience  and 
track  record  in  training  investigators,  and  commitment  for  the  duration  of  a candidate's  research  development. 
A curriculum  vitae  with  relevant  publications  and  a list  of  current  and  pending  research  support  must  be 
included  for  all  sponsors.  Sponsors  should  also  include  a list  of  current  and  past  research  trainees  (not  more 
than  the  last  10  years)  with  information  on  their  current  positions. 

3.  Environment  --  The  applicant  institution's  ability  to  provide  adequate  facilities,  resources,  and 
opportunities  necessary  for  the  candidate's  training,  and  the  institutional  commitment  to  the  candidate.  If 
different  from  the  applicant  institution,  the  quality  and  extent  of  interaction  of  the  faculty  in  the  basic  and 
clinical  sciences,  and  the  quality  of  the  research  and  research  training  programs  at  the  sponsor's  institution. 

4.  Career  Development  Plan  --  The  adequacy  of  the  research  career  development  plan,  based  on  the  candidate's 
past  research  experience,  training,  and  career  goals. 

5.  Research  Project  --  Scientific  merit  of  the  proposed  research  project  and  its  appropriateness  as  a vehicle 
for  developing  the  candidate's  research  skills. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  other  approved  career  development  award  applications  assigned 
to  the  National  Heart,  Lung,  and  Blood  Institute.  The  following  will  be  considered  in  making  funding  decisions: 

o Technical  merit  of  the  application  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  the  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquires  are  encouraged.  Guidelines  for  this  program  may  be  obtained  from  any  of  the 
following: 

John  Fakunding,  Ph.D. 

Division  of  Heart  and  Vascular  Diseases 
National  Heart,  Lung  and  Blood  Institute 
Federal  Building,  Room  3C04 
Bethesda,  MD  20892 
Telephone:  (301)  496-1724 

Helena  0.  Mishoe,  Ph.D. 

Division  of  Blood  Diseases  and  Resources 
National  Heart,  Lung  and  Blood  Institute 
Federal  Building,  Room  5A 1 2 
Bethesda,  MD  20892 
Telephone:  (301)  496-5911 

Mary  Rei l ly,  M.S. 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  640A 

Bethesda,  MD  20892 

Telephone:  (301)  594-7466 
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For  fiscal  and  administrative  matters,  contact: 


Jane  Davis 

Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  4A15C 
Bethesda,  MD  20892 
Telephone:  (301)  594-7436 

AUTHORITY  AND  REGULATION 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  numbers  93.837,  93.838,  and  93.839. 
Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law 
78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  at  42  CFR 
Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

SHORT-TERM  TRAINING  FOR  MINORITY  STUDENTS  PROGRAM 

NIH  Guide.  Volume  22,  Number  14,  April  9,  1993 
PAR  NUMBER:  PAR-93-074 

P.T.  44,  FF;  K.W.  0720005,  0715032,  0715040,  0715165 
National  Heart,  Lung  and  Blood  Institute 
Application  Receipt  Date:  August  27,  1993 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI ) announces  a program  to  support  short-term  research 
training  experiences  for  minority  undergraduate,  graduate,  and  health  professional  students  in  areas  related 
to  cardiovascular,  pulmonary,  and  hematologic*  diseases.  The  purpose  of  the  award  is  to  encourage  institutions 
to  provide  opportunities  for  underrepresented  minority  students  at  the  undergraduate  and  graduate  level  to 
become  exposed  to  biomedical  research  in  areas  relevant  to  cardiovascular,  pulmonary,  and  hematologic  diseases 
through  a short-term  research  experience. 

* Within  the  NHLBI,  the  term  "hematologic"  covers  research  on  thrombosis  and  hemostasis,  immunohematology,  blood 
cell  disorders,  sickle  cell  disease,  blood  resources,  including  blood  component  and  derivative  therapy,  blood 
substitutes  and  blood  resource  management,  aspects  of  AIDS  products  in  AIDS  prevention  and  treatment,  and 
AIDS-related  bone  marrow  and  hematologic  disorders.  Other  Institutes  of  the  NIH  are  responsible  for  research 
on  disorders  of  white  cells,  including  the  leukemias,  and  other  blood  malignancies,  and  basic  immunology  related 
to  the  lymphoid  system.  Therefore,  the  NHLBI  does  not  provide  support  for  such  studies. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  program  announcement. 
Short-term  Training  for  Minority  Students  Program,  is  related  to  the  priority  area  of  heart  disease  and  stroke. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Awards  in  this  program  will  be  made  to  domestic  institutions  or  organizations,  including  minority  institutions, 
engaged  in  health  related- research  in  areas  related  to  heart,  lung  or  blood  disorders.  These  grants  will 
support  short-term  research  training  experiences  of  two  to  three  months  duration  for  minority  undergraduate 
students,  minority  students  in  health  professional  schools  and  minority  graduate  students.  Trainees  appointed 
to  the  program  need  not  be  from  the  grantee  institution,  but  may  include  a number  of  minority  students  from 
other  institutions,  schools,  colleges  or  universities.  The  grantee  institution  will  be  responsible  for  the 
selection  and  appointment  of  trainees.  Special  attention  should  be  given  to  the  recruitment  of  individuals  from 
minority  groups  that  are  underrepresented  nationally  in  the  biomedical  and  behavioral  sciences,  i.e..  Blacks, 
Hispanics,  Native  Americans,  Alaskan  Americans  and  Pacific  Islanders. 

Trainees  should  have  successfully  completed  at  least  one  undergraduate  year  at  an  accredited  school  or 
university  or  have  successfully  completed  one  semester  at  a school  of  medicine,  optometry,  osteopathy, 
dentistry,  veterinary  medicine,  pharmacy  or  public  health  or  an  institution  with  an  accredited  graduate  program, 
prior  to  participating  in  the  program.  These  grants  are  intended  to  introduce  students  to  research  that  would 
not  otherwise  be  available  through  their  regular  course  of  studies.  For  graduate  students,  this  may  include 
graduate  students  in  programs,  such  as  mathematics,  where  they  would  not  normally  be  exposed  to  biomedical 
research  or  minority  graduate  students  who  may  need  a specialized  research  experience  to  supplement  their  normal 
graduate  education.  Individuals  holding  Ph.D.,  M.D.,  D.V.M.  or  equivalent  doctoral  degrees  in  the  health 
sciences  are  not  eligible  for  participation  in  the  program. 

MECHANISMS  OF  SUPPORT 

The  mechanism  of  support  is  the  institutional  National  Research  Service  Award  for  Short-Term  Training  Students 
in  Health  Professional  Schools  (T35).  Institutions  may  request  up  to  five  years  of  support  for  short-term 
training  programs  for  at  least  4 but  not  more  than  24  trainees  per  year.  The  stipend  level  for  trainees  is  $733 
per  month.  Stipends  may  be  supplemented  from  non-federal  funds.  Training-related  expenses  up  to  $125  per  month 
per  trainee  may  be  requested.  In  addition,  up  to  $500  per  trainee  may  be  requested  to  cover  domestic  travel 
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to  and  from  the  training  site  and  up  to  $250  per  month  per  trainee  may  be  requested  to  cover  the  cost  of  housing 
at  the  training  site.  Trainee  tuition  and  fees,  where  necessary  to  the  research  training,  must  be  covered  by 
the  Training  Related  Expenses.  Indirect  costs  will  be  awarded  based  on  8 percent  of  total  direct  costs, 
exclusive  of  tuition  and  fees. 

RESEARCH  OBJECTIVES 

The  Short-Term  Training  for  Minority  Students  program  is  designed  to  offer  short-term  training  grant  awards  to 
qualified  institutions  to  enable  minority  undergraduate  students,  graduate  students,  and  health  professional 
students  to  become  exposed  to  research  career  opportunities  in  biomedical  or  behavioral  research.  These  awards 
are  expected  to  attract  students  to  biomedical  science  in  their  developmental  stages,  increase  awareness  of 
biomedical  research,  and  to  acquaint  students  with  career  opportunities  in  research.  Awards  under  the 
Short-Term  Training  Program  for  Minority  Students  are  intended  to: 

o Expose  minority  undergraduate  students,  graduate  students,  and  students  in  health  professional  schools  to 
opportunities  inherent  in  research  careers  in  areas  relevant  to  cardiovascular,  pulmonary,  and  hematologic 
diseases; 

o Attract  highly  qualified  minority  students  into  biomedical  and  behavioral  research  careers,  and; 
o Alleviate  the  deficit  of  minority  investigators. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  August  27,  1993.  Applications  are  to  be  submitted  on  the  grant  application 
form  PHS  398  (rev.  9/91).  Application  kits  are  available  at  most  institutional  offices  of  sponsored  research 
and  may  be  obtained  from  the  Office  of  Grants  Inquires,  Division  of  Research  Grants,  National  Institutes  of 
Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  301-594-7248.  The  title  and  number  of  this 
announcement  must  be  typed  in  section  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  three  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Two  additional  copies  of  the  application  must  be  sent  to: 

Scientific  Review  Administrator 
Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  550 
Bethesda,  MD  20892 

REVIEW  PROCEDURES 

All  applications  responding  to  this  announcement  will  be  reviewed  for  scientific  and  technical  merit  by  the 
Research  Training  Review  Committee  of  the  Division  of  Extramural  Affairs,  NHLBI,  followed  by  a second  level 
review  by  the  National  Heart,  Lung,  and  Blood  Advisory  Council. 

The  factors  to  be  considered  in  the  evaluation  of  the  proposed  training  program  are: 
o Design  of  the  proposed  training  program; 

o Qualifications  and  previous  training  record  of  the  program  director  and  participating  faculty; 
o Adequacy  of  facilities,  environment,  and  resources  for  the  proposed  research  training; 
o Methods  of  recruiting,  selecting  and  assigning  minority  students; 

o Commitment  of  the  institution  and  participating  faculty  to  the  goals  of  the  training  program; 
o Procedures  for  evaluation  of  the  effectiveness  of  the  program  and  the  impact  of  the  program  on  the  students 
involved. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  other  approved  career  development  award  applications  assigned 
to  the  National  Heart,  Lung,  and  Blood  Institute.  The  following  will  be  considered  in  making  funding  decisions: 

o Technical  merit  of  the  application  as  determined  by  peer  review 
o Availability  of  funds 

o Program  balance  among  the  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquires  are  encouraged.  Guidelines  for  this  program  may  be  obtained  from  any  of  the 
fol lowing: 

John  Fakunding,  Ph.D. 

Division  of  Heart  and  Vascular  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  3C04 
Bethesda,  MD  20892 
Telephone:  (301)  496-1724 
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Fann  Harding,  Ph.D. 

Division  of  Blood  Diseases  and  Resources 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  5A08 
Bethesda,  MD  20892 
Telephone:  (301)  496-1817 

Mary  Rei l ly,  M.S. 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  640A 

Bethesda,  MD  20892 

Telephone:  (301)  594-7466 

For  fiscal  and  administrative  matters  contact: 

Grants  Operations  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A15C 

Bethesda,  MD  20892 

Telephone:  (301)  594-7434 

AUTHORITY  AND  REGULATION 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  numbers  93.837,  93.838,  and  93.839. 
Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law 
78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  at  42  CFR 
Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

ERRATUM 


PHASE  II  TRIALS  OF  NEW  AMT I -CANCER  AGENTS 


NIH  Guide.  Volume  22,  Number  14,  April  9,  1993 
RFA:  CA-93-09 

P.T.  34;  K.W.  0755015,  0715035,  0740020,  0710100 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  April  1,  1993 
Application  Receipt  Date:  June  10,  1993 

The  Division  of  Cancer  Treatment  of  the  National  Cancer  Institute  (NCI)  would  like  to  clarify  Request  for 
Applications  (RFA)  CA-93-09,  published  in  the  NIH  Guide,  Vol.  22,  No.  5,  February  5,  1993  as  follows: 

The  section  entitled  SPECIAL  REQUIREMENTS  is  modified  as  follows: 

2.  The  applicant  must  demonstrate  in  the  application  the  ability  to  meet  the  following  requirements: 

a.  documented  numbers  of  eligible  patients  with  a history  of  adequate  accrual  to  complete  on  average  two  to 
three  Phase  II  trials  annually. 

1)  information  should  be  provided  on  the  numbers  of  eligible  patients  in  each  disease  category,  particularly 
in,  but  not  limited  to,  tumors  of  special  interest  such  as  breast,  ovarian,  lung  and  urologic  cancers,  that 
would  be  available  for  inclusion  in  Phase  II  clinical  trials. 

2)  it  is  desirable  for  applications  to  indicate  the  relative  emphasis  of  the  proposed  projects  to  each  of  these 
disease  categories. 

The  section  entitled  AWARD  CRITERIA  is  modified  as  follows: 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  June  10,  1994.  In  addition  to  the  technical  merit  of  the  application,  NCI  will 
consider  how  well  the  applicant  institution  met  the  goals  and  objectives  of  the  program  as  described  in  the  RFA, 
availability  of  resources,  and  balance  of  study  populations.  While  applications  may  include  any  malignancy, 
it  should  be  noted  that  those  applications  that  involve  anti-cancer  agents  particularly  relevant  to  breast 
cancer  and  the  ability  to  conduct  Phase  II  trials  in  breast  cancer  will  be  given  a high  priority  for  funding 
should  additional  dedicated  funds  become  available  for  this  purpose. 
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••THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 


3 1496  00529  2738 
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NOTICES  OF  AVAILABILITY  CRFPs  AND  RFAs) 


STUDIES  OF  CHEMICAL  DISPOSITION  IN  MAMMALS  (RFP  NIH-ES-93-27)  1 

National  Institute  of  Environmental  Health  Sciences 
INDEX:  ENVIRONMENTAL  HEALTH  SCIENCES 

ORAL  SURGERY  SERVICES  FOR  CLINICAL  STUDIES  OF  ACUTE  OROFACIAL  PAIN  (RFP  NIH-NIDR-2-93-2R)  2 

National  Institute  of  Dental  Research 
INDEX:  DENTAL  RESEARCH 

INTRASPINAL  INFUSION  OF  NMDA  ANTAGONISTS  FOR  THE  TREATMENT  OF  INTRACTABLE  NEUROPATHIC  PAIN: 

PRELIMINARY  NEUROPATHOLOGY  STUDIES  (RFP  N I H-N 1DR-2-93-3R ) 2 

National  Institute  of  Dental  Research 
INDEX:  DENTAL  RESEARCH 

BIOMEDICAL  APPLICATIONS  OF  HIGH  PERFORMANCE  COMPUTING  AND  COMMUNICATIONS  (BAA  NLM-93-105/PSP)  3 

National  Library  of  Medicine 
INDEX:  NATIONAL  LIBRARY  OF  MEDICINE 

NATIONAL  DES  EDUCATIONAL  PROGRAM  FOR  HEALTH  PROFESSIONALS  AND  THE  PUBLIC  (RFA  CA-93-022)  4 

National  Cancer  Institute 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CANCER;  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

INTERDISCIPLINARY  COLLABORATIVE  STUDIES  IN  THE  GENETIC  EPIDEMIOLOGY  OF  CANCER  (RFA  CA-93-020)  6 

National  Cancer  Institute 

National  Center  for  Human  Genome  Research 

INDEX:  CANCER,  HUMAN  GENOME 

POPULATION  RESEARCH  CENTERS  (RFA  HD-94-002)  9 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

CRANIOFACIAL  ANOMALIES  RESEARCH  CENTERS  (RFA  DE-93-003)  11 

National  Institute  of  Dental  Research 
INDEX:  DENTAL  RESEARCH 


ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  ON  EMERGENCY  MENTAL  HEALTH  SERVICES  FOR  CHILDREN  AND  ADOLESCENTS  (PA-93-075)  13 

National  Institute  of  Mental  Health 
INDEX:  MENTAL  HEALTH 

HEALTH  AND  EFFECTIVE  FUNCTIONING  IN  THE  MIDDLE  AND  LATER  YEARS  (PA-93-076)  16 

National  Institute  on  Aging 
INDEX:  AGING 

PERCEPTUAL  AND  COGNITIVE  AGING:  FROM  STRUCTURE  TO  FUNCTION  (PA-93-077)  20 

National  Institute  on  Aging 
INDEX:  AGING 


This  publication  is  also  available  electronically  to  institutions  via  BTTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant 
Line  using  a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  tor  details,  or  send  an  E-mail 
message  to  ZNS@NIHCU. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

STUDIES  OF  CHEMICAL  DISPOSITION  IN  MAMMALS 

NIH  Guide.  Volume  22,  Number  15,  April  16,  1993 

RFP  AVAILABLE:  NIH-ES-93-27 

P.T.  34;  K.W.  0725005,  0755010,  1007009 

National  Institute  of  Environmental  Health  Sciences 

The  purpose  of  this  project  is  to  obtain  detailed  chemical  disposition  data  from  approximately  three  to  five 
studies  per  year  of  selected  environmental  contaminants  or  model  compounds  per  year.  Most  of  these  studies  will 
be  required  in  laboratory  rats  and/or  mice;  however,  some  studies  may  be  required  in  other  laboratory  animals 
(rodents  or  dogs).  Offerors  should  note  that  in  year  one  and  in  subsequent  years,  most  studies  will  involve 
rats  (Fisher  344)  and/or  mice  (B6C3F1).  For  costing  purposes  offerors  are  to  include  costs  for  one  study  using 
purebred  beagle  dogs  purchased  from  a commercial  breeder  of  laboratory  animals  in  year  one,  only.  In  addition, 
an  estimated  one  study  per  year  may  be  required  to  investigate  the  comparative  metabolism  of  chemicals  in  human 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  15  - April  16,  1993 

1 


and  rat  liver  slices  in  vitro.  Most  studies  will  address  the  disposition  of  organic  chemicals  or  environmental 
contaminants;  however,  studies  of  inorganic  compounds  may  also  be  requested.  Individual  studies  may  vary  in 
complexity  from  preliminary  investigations  of  chemical  absorption  to  detailed  studies  of  all  phases  of  chemical 
disposition,  toxicokinetics,  and  metabolism.  The  immediate  goal  of  these  studies  is  to  determine  more 
accurately  the  doses  for  NTP  bioassay  studies.  The  long-range  goal  is  the  accumulation  of  data  what  will  permit 
a better  assessment  of  structure-activity  relationships  chemical  absorption,  metabolism  and  disposition  in 
laboratory  animals  and  in  liver  slices  in  vitro  and  to  better  interpret  the  significance  of  these  data  to  man. 
This  project  will  cover  a five  year  period.  The  Government  estimates  that  the  project  will  require 
approximately  1.5  professional  person  years  and  3.0  technical  person  years  per  contract  year. 

INQUIRIES 

Requests  should  reference  RFP  No.  NIH-ES-93-27  and  are  to  be  forwarded  to: 

Marilyn  B.  Whaley,  Contract  Specialist 
Contracts  and  Procurement  Management  Branch,  OM 
National  Institute  of  Environmental  Health  Sciences 
79  T.W.  Alexander  Drive,  4401  Building 
P.0.  Box  12874 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-0416 
FAX:  (919)  541-2712 


ORAL  SURGERY  SERVICES  FOR  CLINICAL  STUDIES  OF  ACUTE  OROFACIAL  PAIM 

NIH  Guide.  Volume  22,  Number  15,  April  16,  1993 
RFP  AVAILABLE:  NIH-NIDR-2-93-2R 
P.T . 34;  K.U.  0715148,  0785210,  0715150 
National  Institute  of  Dental  Research 

The  National  Institute  of  Dental  Research  (NIDR)  has  a requirement  for  oral  surgery  services  to  perform  surgical 
extractions,  administer  pharmacologic  agents,  and  provide  perioperative  care  within  the  context  of  clinical 
protocols  being  conducted  by  the  NIDR  Pain  Research  Clinic.  Services  will  also  include  clinical  evaluations 
of  patients  with  chronic  orofacial  pain  for  possible  inclusion  in  studies  evaluating  the  causes  and  treatment 
of  chronic  facial  pain.  Applicants  must  provide  an  oral  surgeon  or  resident  who  has  completed  a minimum  of  two 
years  residency  in  a training  program  accredited  by  the  American  Board  of  Oral  and  Maxillofacial  surgery, 
possess  a state  license  to  practice  dentistry,  and  be  approved  by  the  Medical  Board  of  the  National  Institutes 
of  Health  (NIH)  as  a Junior  Staff  Member  Dentist.  Applicants  must  also  provide  a supervisor  for  the  on-site 
oral  surgeon  or  resident  on  an  "as  needed"  basis.  Period  of  performance  is  three  years.  Services  will  be 
performed  at  the  NIH  Clinical  Center,  Bethesda,  Maryland,  a minimum  of  four  hours  per  day,  Monday  through 
Friday,  on  federal  workdays,  and  for  emergency  consultation  and  treatment.  Offerors  must  be  able  to  report 
within  one  hour  after  notification. 

INQUIRIES 

This  is  an  announcement  for  an  anticipated  Request  for  Proposal  (RFP).  RFP  No.  NIH-NIDR-2-93-2R  will  be 
available  approximately  April  23,  1993,  with  a closing  date  tentatively  set  for  June  4,  1993.  Requests  for 
the  RFP  must  be  submitted  in  writing  to: 

Marion  L.  Blevins 
Contract  Management  Office 
National  Institute  of  Dental  Research 
Westwood  Building,  Room  533 
Bethesda,  MD  20892 


IMTRASPINAL  INFUSION  OF  NH)A  ANTAGONISTS  FOR  THE  TREATMENT  OF  INTRACTABLE  NEUROPATHIC  PAIN:  PRELIMINARY 

NEUROPATHOLOGY  STUDIES 

NIH  Guide.  Volume  22,  Number  15,  April  16,  1993 
RFP  AVAILABLE:  NIH-NIDR-2-93-3R 
P.T.  34;  K.W.  0715150,  0745070 
National  Institute  of  Dental  Research 

The  National  Institute  of  Dental  Research  (NIDR)  has  a requirement  for  the  conduct  of  extensive  studies  in  rats 
and,  subsequently,  in  a larger  mammal,  to  identify  the  maximum  safe  intrathecal  dose  of  three  NMDA  antagonists, 
to  compare  the  behavioral  toxicity  at  doses  giving  equal  pain  relief,  and  to  make  certain  that  chronic  spinal 
administration  of  the  drugs  does  not  damage  the  spinal  cord.  The  drugs  to  be  investigated  are  ketamine, 
dextrorphan,  and  memantine.  Request  for  Proposals  (RFP)  No.  NIH-NIDR-2-93-3R  will  be  available  on  or  about 
April  26,  1993,  with  proposals  due  on  or  about  June  7,  1993. 
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INQUIRIES 


Requests  for  the  RFP  must  be  submitted  in  writing,  to: 

Marilyn  R.  Zuckerman 
Contract  Management  Office 
National  Institute  of  Dental  Research 
Uestwood  Building,  Room  533 
Bethesda,  MD  20892 


BIOMEDICAL  APPLICATIONS  OF  HIGH  PERFORMANCE  COMPUTING  AMD  CCTWUNICATIONS 

NIH  Guide.  Volume  22,  Number  15,  April  16,  1993 
BAA  AVAILABLE:  NLM-93- 105/PSP 
P.T.  34;  K.W.  1004000,  1004017,  0706030 
National  Library  of  Medicine 

In  1991,  the  President's  Office  of  Science  and  Technology  Policy  announced  a multi-agency  High  Performance 
Computing  and  Communications  (HPCC)  program  to  stimulate  the  development  of  advanced  information  technologies. 
The  Federal  HPCC  program  includes  four  components:  high  performance  computers,  advanced  software,  the  National 
Research  and  Education  Network,  and  basic  research  and  human  resources.  As  part  of  the  overall  HPCC  efforts 
of  the  National  Institutes  of  Health,  the  National  Library  of  Medicine  HPCC  program  seeks  to  develop  and 
demonstrate  the  utility  of  HPCC  technologies  for  health  care.  In  order  to  support  a range  of  research  and 
development  services  related  to  health  care  applications  of  HPCC  technologies,  which  depend  upon  the  specialized 
experience  of  investigators,  the  NLM,  Lister  Hill  National  Center  for  Biomedical  Communications  (LHNCBC), 
announces  that  it  will  be  issuing  a Broad  Agency  Announcement  (BAA).  The  BAA  is  a research  and  development 
contract  mechanism  that  provides  for  investigator-developed  statements  of  work  within  the  scope  of  a broad  range 
of  activities  of  interest  to  LHNCBC  and  NLM. 

The  research  categories  for  which  proposals  are  sought  are:  (1)  Testbed  networks  for  linking  hospitals, 
clinics,  doctor's  offices,  medical  schools,  medical  libraries,  and  universities  to  enable  health  care  providers 
and  researchers  to  share  medical  data  and  images;  (2)  Software  and  visualization  technology  for  visualizing 
human  anatomy  and  analyzing  imagery  from  X-rays,  CAT  scans,  PET  scans,  and  other  diagnostic  tools;  (3)  Virtual 
reality  technology  for  simulating  operations  and  other  medical  procedures;  (4)  Collaborative  technology  to  allow 
several  health  care  providers  in  remote  locations  to  provide  real  time  treatment  of  patients;  (5)  Database 
technology  to  provide  health  care  providers  with  access  to  relevant  medical  information  and  literature;  and  (6) 
Database  and  associated  computing  and  communications  technologies  for  storing,  accessing,  and  transmitting 
patients'  records  while  protecting  the  accuracy  and  privacy  of  those  records. 

Proposals  received  as  a result  of  this  BAA  will  be  evaluated  by  a peer  or  scientific  review  process  in 
accordance  with  criteria  specified  in  the  solicitation.  These  criteria  include  scientific  and  technical  merit, 
staff  experience,  and  facilities/resources.  It  is  anticipated  that  a minimum  of  4 awards  will  be  made  from  this 
announcement;  however,  the  nunber  of  awards  may  well  increase  if  co- sponsorship  of  this  work  becomes  available 
from  other  NIH  components  or  other  Federal  agencies.  The  awards  will  be  multi-year,  cost-reimbursement  type 
contracts,  with  a period  of  performance  from  one  to  three  years. 

BAA/RFP  No.  NLM-93-105/PSP  will  be  available  on  or  about  May  3,  1993  with  proposals  due  approximately  45  days 
thereafter.  It  is  expected  that  awards  will  be  made  on  or  before  September  30,  1993.  It  is  anticipated  that 
this  BAA  will  be  re-issued  in  subsequent  years  in  order  to  accommodate  the  evolving  needs  of  the  Biomedical  HPCC 
applications  program.  NOTE:  Release  of  this  BAA/RFP  is  contingent  upon  NLM's  receipt  of  a Delegation  of 
Procurement  Authority. 

INQUIRIES 

Requests  for  the  RFP  must  be  directed  to: 

Patricia  S.  Page 

Office  of  Acquisitions  Management 
National  Library  of  Medicine 
8600  Rockville  Pike 
Building  38A,  Room  B1N17 
Bethesda,  MD  20894 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  15  - April  16,  1993 

3 


NATIONAL  DES  EDUCATIONAL  PROGRAM  FOR  HEALTH  PROFESSIONALS  AND  THE  PUBLIC 


NIH  Guide.  Volume  22,  Number  15,  April  16,  1993 
RFA  AVAILABLE:  CA-93-022 
P.T.  34;  K.U.  0715035,  0502017,  0760025 
National  Cancer  Institute 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  May  7,  1993 
Appl  ication  Receipt  Date:  June  16,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  PROJECT  DIRECTORS  NAMED  IN  INQUIRIES, 
BELOW. 

PURPOSE 

The  Public  Health  Applications  Research  Branch  (PHARB),  Division  of  Cancer  Prevention  and  Control  (DCPC), 
National  Cancer  Institute  (NCI)  and  the  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  invite 
cooperative  agreement  applications  to  support  research  and  education  to  develop  a National  program  to  inform 
health  professionals  and  the  public  on  the  adverse  effects  of  the  drug  diethylsti Ibestrol  (DES). 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  National  DES 
Educational  Program  for  Health  Professionals  and  the  Public,  is  related  to  the  priority  area  of  cancer. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or 
Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone:  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  non-profit  and  for-profit  organizations,  public  and  private,  such  as 
universities,  public  health  departments,  hospitals,  voluntary  organizations,  units  of  state  and  local 
governments,  and  eligible  agencies  of  the  federal  government.  Applications  from  minority  and  women 
investigators  are  encouraged.  Investigators  should  be  capable  of  assembling  a multidisciplinary  team  including 
health  education  specialists  responsible  for  DES  public  education  interventions,  trained  medical  personnel 
knowledgeable  in  DES-associated  health  risks  for  professional  education  interventions,  and  associated 
statisticians,  research  designers,  communication  specialists,  etc.,  for  the  successful  implementation  and 
reporting  of  a full-scale  research  project. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  the  cooperative  agreement  (U01).  The  cooperative  agreement  is  an 
assistance  mechanism  in  which  substantial  NCI  and  NICHD  programmatic  involvement  with  the  recipients  during 
performance  of  the  planned  activity  is  anticipated.  Awardees  will  be  responsible  for  the  planning,  direction, 
and  execution  of  the  proposed  project.  The  total  project  period  for  applications  submitted  in  response  to  the 
present  RFA  may  not  exceed  three  years. 

Except  as  otherwise  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the 
PHS  Grants  Policy  Statement,  DHHS  publication  No.  (OASH)  90-50,000  (rev.  10/01/90).  It  is  anticipated  that  the 
average  direct  costs  for  each  award  will  be  approximately  $165,000  per  year.  This  is  a one-time  solicitation. 
Future  unsolicited  competing  continuation  applications  will  compete  with  investigator- ini tiated  applications 
and  will  be  reviewed  according  to  customary  NIH  peer  review  procedures.  The  anticipated  start  date  for  the 
initial  awards  will  be  September  30,  1993. 

FUNDS  AVAILABLE 

It  is  anticipated  that  up  to  five  awards  will  be  made  under  this  RFA,  and  that  the  total  NCI  expenditures  for 
these  awards  will  not  exceed  $1.5  million  (total  costs)  for  the  first  year.  In  years  two  and  three,  NICHD  will 
contribute  an  additional  $250,000  per  year.  Thus,  a total  commitment  of  $5  million  for  the  entire  project 
period  is  anticipated.  The  project  period  for  studies  funded  through  this  RFA  may  not  exceed  three  years.  This 
level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
However,  an  attempt  will  be  made  to  achieve  funding  for  the  number  of  awards  noted.  Although  this  RFA  is 
provided  for  in  the  financial  plans  of  the  NCI  and  the  NICHD,  awards  are  contingent  on  the  availability  of 
funds. 

RESEARCH  OBJECTIVES 

The  specific  objectives  regarding  the  development  of  a National  DES  Educational  Program  are: 

1.  To  document  the  barriers  and  test  strategies  to  improve  the  appropriate  identification,  diagnosis,  and 
treatment  of  DES-associated  medical  conditions  among  primary  care  physicians,  oncologists,  urologists,  other 
health  professionals,  and  DES-exposed  target  populations  in  defined  geographic  areas. 

2.  To  design,  implement,  and  evaluate  a DES  Educational  Program  in  several  regions  of  the  U.S.,  to  increase 
health  information  about  DES  exposure  and  to  improve  the  early  detection,  diagnosis,  and  treatment  of  several 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  15  - April  16,  1993 

4 


medical  conditions  associated  with  DES  exposure  for  the  relevant  target  populations. 

3.  To  convene  a working  group  of  medical  experts  and  consumer  representatives  to  present  papers,  for 
publication  in  a peer-reviewed  journal,  on  standards  for  diagnosis  and  treatment  of  DES  related  medical 
conditions  related  to  vaginal  and  cervical  cancer,  breast  cancer,  reproductive  problems  and  issues,  infertility, 
congenital  malformations,  and  developmental  abnormalities. 

For  the  purpose  of  this  RFA,  primary  care  physicians  are  defined  as  family  practitioners,  internal  medicine 
physicians,  obstetricians  and  gynecologists,  and  pediatricians.  Health  professionals  include  physicians  as  well 
as  nurse  practitioners,  physician  assistants,  nurses,  allied  health  personnel.  The  DES  target  populations 
include  DES-exposed  mothers,  daughters,  and  sons.  Grandchildren  may  also  be  included  as  a target  population 
for  the  physician  education  programs. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applicants  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  requested  to  submit,  by  May  7,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  this  RFA. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  the 
subsequent  application,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications. 
It  allows  NCI  staff  to  estimate  the  potential  review  workload,  and  helps  to  avoid  conflict  of  interest  among 
reviewers. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Suzanne  G.  Haynes  at  the  address  listed  under  INQUIRIES. 
APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  to  this  RFA.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research,  and  may  be  obtained  from  the  Office  of  Grant 
Inquires,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  (301)  594-7248. 

The  RFA  label  available  in  the  PHS  398  application  kit  must  be  affixed  to  the  bottom  of  the  face  page  of  the 
application.  Omission  of  this  label  could  result  in  delayed  processing  of  the  application  and  its  failure  to 
reach  the  review  committee  in  time  for  review.  In  addition,  the  number  and  title  of  this  RFA  must  be  typed  on 
Line  2a  on  the  face  page  of  the  application,  and  the  YES  box  must  be  marked. 

A signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed  copies  must  be  sent 
or  delivered  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Applications  must  be  received  by  June  16,  1993.  An  application  received  after  that  will  be  returned  to  the 
sender.  The  Division  of  Research  Grants  (DRG)  will  not  accept  any  application  in  response  to  this  RFA  that  is 
essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant  withdraws  the  pending 
application.  The  DRG  will  not  accept  any  application  that  is  essentially  the  same  as  one  already  reviewed. 
This  does  not  preclude  the  submission  of  substantial  revisions  of  applications  already  reviewed,  but  such 
applications  must  include  an  introduction  addressing  the  previous  critique. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for  completeness  and  responsiveness.  Incomplete 
applications  will  be  returned  to  the  sender  without  further  consideration.  If  the  application  is  not  responsive 
to  the  RFA,  NIH  staff  will  return  the  application  to  the  applicant. 

INQUIRIES 

The  Program  Director  welcomes  the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants. 
Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA,  whether  or  not  specific 
proposed  research  is  responsive,  the  scientific  content  and  objectives  of  an  application,  the  size  and  focus 
of  a research  program,  and  the  organization  of  an  application,  are  strongly  encouraged  and  may  be  directed  to: 

Suzanne  G.  Haynes,  Ph.D. 

Health  Education  Section 
National  Cancer  Institute 
Executive  Plaza  North,  Room  218 
Bethesda,  MD  20892 
Telephone:  (301)  496-8577 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  15  - April  16,  1993 

5 


Michaela  P.  Richardson 
Office  of  Research  Reporting 

National  Institute  of  Child  Health  and  Human  Development 
Building  31,  Room  2A32 
Bethesda,  MD  20892 
Telephone:  (301)  496-5133 

Requests  for  information  on  NCI  fiscal  policies  may  be  directed  to: 

Eileen  Natoli 

Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  242 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800,  ext.  56 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.399.  Grants  will  be  awarded 
under  the  authority  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part 
52  and  45  CFR  Part  74  and  92.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

INTERDISCIPLINARY  COLLABORATIVE  STUDIES  IN  THE  GENETIC  EPIDEMIOLOGY  OF  CANCER 

NIH  Guide.  Volume  22,  Number  15,  April  16,  1993 
RFA  AVAILABLE:  CA-93-020 

P.T . 34;  K.U.  0715035,  1002019,  0785055,  1007003,  0710030 

National  Cancer  Institute 

National  Center  for  Human  Genome  Research 

Letter  of  Intent  Receipt  Date:  May  20,  1993 
Application  Receipt  Date:  July  22,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Extramural  Programs  Branch,  Division  of  Cancer  Etiology,  National  Cancer  Institute  (NCI)  and  the  Ethical, 
Legal,  and  Social  Implications  (ELSI)  Branch  of  the  National  Center  for  Human  Genome  Research  (NCHGR),  invite 
investigator- initiated  Collaborative  Research  Project  Grant  applications  to  encourage  and  facilitate 
collaborative  and  interdisciplinary  genetic  epidemiology  investigations  designed  to  evaluate  the  interaction 
of  genetic  and  environmental  factors  in  cancer  etiology. 

The  special  feature  of  this  program  is  the  concurrent  submission  of  research  grant  applications  by  investigators 
who  wish  to  collaborate  within  the  common  theme  of  genetic  epidemiology  of  cancer,  but  do  not  require  extensive 
shared  physical  resources  or  core  functions  to  conduct  their  research.  In  order  to  be  responsive  to  this  RFA, 
a minimum  of  three  investigators  with  related  research  objectives  should  submit  concurrent,  collaborative, 
cross-referenced  individual  research  grant  applications  that  address  a common  theme. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Interdisciplinary 
Collaborative  Studies  in  the  Genetic  Epidemiology  of  Cancer,  is  related  to  the  priority  area  of  cancer. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  research  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Applications  from  minority  institutions,  individuals,  and 
women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  individual  research  grant  (R01).  Multi-institutional 
collaborative  arrangements  are  encouraged  and  should  be  discussed  with  the  program  staff  prior  to  the  submission 
of  the  applications. 

The  collaborative  research  grant  program  encourages  the  coordinated  submission  of  related  research  project 
grants  (R01)  from  investigators  who  wish  to  collaborate  on  their  research  efforts,  but  do  not  require  extensive 
shared  physical  resources.  These  applications  must  share  a common  theme  and  describe  the  objectives  and 
scientific  importance  of  the  interchange  of  ideas,  data,  materials,  etc.  among  the  collaborating  investigators. 
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A minimum  of  three  independent  investigators  with  related  research  objectives  are  encouraged  to  submit 
concurrent,  collaborative,  cross-referenced  individual  R01  applications.  Applicants  may  be  from  one  or  several 
institutions.  Applications  will  be  reviewed  independently  for  scientific  merit.  Applications  judged  to  have 
significant  and  substantial  merit  will  be  considered  for  funding  both  as  independent  awards  and  in  the  context 
of  the  proposed  R01  collaboration. 

Awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement,  DHHS 
Publication  No.  (OASH)  90-50,000,  revised  October  1,  1990.  Broader  diversity  of  scientific  areas  in  the  context 
of  genetic  epidemiology  studies  is  preferred.  Applicants  must  describe  how  their  integrated  approach  will 
foster  research  advances  in  the  genetic  epidemiology  of  cancer  and  therefore  provide  further  understanding  of 
cancer  etiology.  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  projects  will  be 
solely  that  of  the  applicants.  The  total  project  period  for  applications  submitted  in  response  to  the  present 
RFA  must  not  exceed  five  years.  Since  a variety  of  approaches  would  represent  valid  responses  to  this 
announcement,  a range  of  costs  is  expected  among  individual  grants  awarded.  However,  a collaborative  group  must 
not  exceed  $800,000  total  request  costs  (direct  and  indirect)  per  year.  This  RFA  is  a one  time-solicitation. 
Future  unsolicited  competing  continuation  applications  wi  ll  compete  with  all  investigator- initiated  applications 
and  be  reviewed  according  to  the  customary  peer-review  procedures.  If  the  NCI  determines  that  there  is  a 
sufficient  continuing  program  need,  the  NCI  may  announce  a request  for  renewal  applications. 

FUNDS  AVAILABLE 

The  estimated  funds  (total  costs)  available  for  the  first  year  of  the  support  for  the  entire  program  is 
$2,250,000.  It  is  expected  that  two  to  three  collaborative  group  awards  will  be  supported  under  this  program. 
This  funding  level  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Although  this  program  is  provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this 
RFA  is  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  main  goal  of  this  initiative  is  to  facilitate  cross-disciplinary  technological,  methodological  and 
conceptual  transfer  in  order  to  advance  research  on  the  genetic  epidemiology  of  cancer  in  families  and 
populations.  Interinstitutional  collaborations  between  epidemiologists,  laboratory  scientists,  clinical 
oncologists  and  geneticists,  epidemiologists,  biostatisticians,  psychosocial  and  biobehavioral  researchers  and 
experts  in  related  disciplines  working  on  the  same  cancer  site/syndrome  are  encouraged.  Although  this  research 
will  ultimately  lead  to  more  targeted  prevention  efforts  and  novel  therapeutic  designs,  the  latter  are  beyond 
the  scope  of  this  RFA.  Studies  of  breast,  ovarian,  lung,  prostate,  and  uterine  cancers  are  particularly 
encouraged. 

The  pursuit  of  an  integrated,  cross-disciplinary  approach  to  the  understanding  of  cancer  etiology  within  the 
framework  of  genetic  epidemiology  studies  has  been  constantly  hampered  by  an  insufficient  integration  of  the 
underlying  concepts  and  methods,  by  the  lack  of  a common  scientific  language,  and  by  the  shortage  of  appropriate 
supporting  technology  and  biostatistical  methods.  Because  of  the  complex  nature  of  these  diseases,  it  is 
important  that  genetic  epidemiology  studies  be  performed  by  multidisciplinary  research  groups  capable  to 
investigate  both  environmental  and  genetic  determinants  of  cancer  in  well-defined  pedigrees  and  in  case-control 
studies.  As  the  genetic  and  environmental  contributions  to  cancer  become  further  defined,  there  will  be  the 
potential  to  test  individuals  for  genetic  factors  to  assess  their  cancer  risks.  Studies  regarding  the  benefits, 
risks,  and  psychosocial  impact  of  testing  and  counseling  for  genetic  contributions  to  cancer  are  needed  to  help 
elaborate  professional  practice  standards. 

SPECIAL  REQUIREMENTS 

Applicants  must  state  clearly  how  they  plan  to  collaborate.  Applicants  who  already  have  ongoing  collaborations 
must  indicate  how  their  response  to  this  RFA  will  augment  their  current  collaboration.  Applicants  are 
encouraged  to  establish  collaborations  that  will  enable  them  to  use  established  resources  and  facilities  (e.g., 
cancer  registries  and/or  designated  cancer  centers)  to  facilitate  the  collection  of  patients  and  pedigrees  and 
to  increase  cost  effectiveness.  Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for 
conducting  the  proposed  research  and  submit  a letter  of  agreement  from  either  the  GCRC  program  director  or 
Principal  Investigator. 

Upon  initiation  of  the  program,  annual  meetings  will  be  sponsored  to  encourage  an  exchange  of  information  and 
ideas  among  investigators  who  participate  in  this  program.  In  the  preparation  of  the  budget  for  the  grant 
application,  applicants  should  request  travel  funds  for  a two-day  meeting  each  year  to  be  held  in  Bethesda,  MD, 
or  at  another  convenient  location  to  be  determined.  Applicants  should  also  include  a statement  in  their 
applications  indicating  their  willingness  to  participate  in  such  meetings. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Application  without  such 
documentation  will  not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  May  20,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the 
identification  of  any  other  participant  investigators  and  institutions,  and  the  number  and  title  of  the  RFA  in 
response  to  which  the  application  may  be  submitted. 
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Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  in  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NCI  staff  to  estimate  the  potential  review  workload  and 
to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Daniela  Seminara  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  July  15,  1993.  Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91), 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institute  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone 
301/594-7248.  Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist  and  three 
signed,  exact,  clear  and  single-sided  photocopies  in  one  package  to: 

Division  of  Research  Grants 
National  Institute  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  send  two  additional  copies  of  the  application  to: 

Ms.  Toby  Friedberg,  Referral  Officer 
Division  of  Extramural  Activities 
National  Cancer  Institute 
Executive  Plaza  North,  Room  650 
6130  Executive  Boulevard 
Rockville,  MD  20892 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  Applications  that  are 
judged  non- responsive  will  be  returned  by  the  NCI,  but  may  be  submitted  as  investigator- initiated  collaborative 
research  grants  at  the  next  regular  receipt  date.  Questions  concerning  the  responsiveness  of  proposed  research 
to  the  RFA  should  be  directed  to  program  staff.  Those  applications  judged  to  be  responsive  will  be  further 
evaluated  for  scientific  and  technical  merit  by  an  appropriate  peer  review  group  convened  by  the  Division  of 
Extramural  Activities,  NCI.  The  second  level  of  review  by  the  National  Cancer  Advisory  Board  considers  the 
special  needs  of  the  Institute  and  the  priorities  of  the  National  Cancer  Program. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issue  or 
questions  from  potential  applicants  are  welcome.  Direct  inquiries  regarding  programmatic  issues  related  to  the 
overall  RFA,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

Dr.  Daniela  Seminara 
Division  of  Cancer  Etiology 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  535 
Bethesda,  MD  20892 
Telephone:  (301)  496-9600 
FAX:  (301)  402-4279 

Direct  inquiries  regarding  programmatic  issues  on  the  ethical,  legal  and  social  aspects  of  this  RFA  to: 

Elizabeth  J.  Thomson,  M.S.,  R.N. 

Ethical,  Legal  and  Social  Implications  Branch 

National  Center  for  Human  Genome  Research 

Building  38A,  Room  604 

Bethesda  MD  20892 

Telephone:  (301)  402-0911 

FAX:  (301)  402-1950 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Lauren  Newmann 

Grants  Administrative  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Suite  216 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-7800,  ext.  47 

AUTHORITIES  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.393.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  Review. 
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POPULATION  RESEARCH  CENTERS 


NIH  Guide.  Volume  22,  Number  15,  April  16,  1993 
RFA  AVAILABLE:  HD-94-002 

P.T.  04;  K.U.  0413001,  0417000,  0413003,  1004005,  0413002,  0404000 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  July  1,  1993 
Application  Receipt  Date:  October  13,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Demographic  and  Behavioral  Sciences  Branch  (DBSB),  Center  for  Population  Research  (CPR),  National  Institute 
of  Child  Health  and  Human  Development  (NICHD),  announces  the  availability  of  an  RFA  for  Population  Research 
Centers.  DBSB  supports  a fixed  number  of  Population  Research  Centers  which  are  designed  to  provide  either 
integrated  groups  of  research  projects  and  supporting  core  services  (P50)  or  core  services  and  facilities  in 
support  of  a large  number  of  active  research  projects  that  are  supported  by  a variety  of  NIH  and  outside  funding 
sources  (P30).  These  centers  are  given  a commitment  of  five  years  of  support  which  is  renewable  at  five  year 
intervals.  Two  existing  center  grants  are  due  for  competitive  renewal  in  FY  94.  This  announcement  is  a 
solicitation  for  competition  for  center  grants  in  this  program.  Depending  on  quality  of  applications  and 
resources  available,  DBSB  anticipates  making  two  or  three  awards. 

HEALTHY  PEOPLE  2000 

The  Public  Health  service  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Population  Research 
Centers,  is  related  to  the  family  planning,  educational  and  community  based  programs,  maternal  and  infant 
health,  HIV  infection  and  immunization  and  infectious  diseases  objectives  of  the  report.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Stock  No.  017-001-00474-0)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local  governments,  and  eligible  agencies 
of  the  Federal  government. 

A center  core  grant  (P30)  must  be  predicated  on  the  existence  of  a substantial  number  of  research  grants  that 
will  be  active  on  July  1,  1994,  and  that  contain  at  least  one  NIH  and  two  other  federally  funded  grants.  These 
grants  must  be  active  users  of  the  core  facilities  and  services  proposed  in  the  center  grant  application.  The 
applications  should  be  consistent  with  the  guidelines  contained  in  P30  CENTER  CORE  GRANT  GUIDELINES  that  are 
available  from  DBSB.  Cooperation  between  independent  institutions  is  allowed  in  some  circumstances.  In  these 
instances  core  facilities  may  be  located  in  both  institutions  as  long  as  they  are  cost  effective  and  promote 
the  overall  goals  of  the  center  program.  Please  consult  the  statement  of  clarification  about  center  program 
principles  that  is  available  from  DBSB. 

A specialized  research  center  (P50)  must  have  three  or  more  related,  integrated,  and  high  quality  research 
projects  that  provide  a multidisciplinary,  yet  thematic,  approach  to  the  problems  to  be  investigated.  These 
research  projects  may  be  accompanied  by  an  appropriate  number  and  type  of  core  facilities  providing 
cost-effective  technical  support.  The  projects  and  theme  of  the  center  must  be  relevant  to  the  DBSB  funding 
mission.  The  applications  should  be  consistent  with  the  guidelines  contained  in  P50  SPECIALIZED  RESEARCH  CENTER 
GRANT  GUIDELINES  that  are  available  from  DBSB. 

MECHANISM  OF  SUPPORT 

The  support  mechanisms  for  this  program  are  the  Specialized  Research  Center  Grant  (P50)  and  the  Center  Core 
Grant  (P30).  Applications  should  be  consistent  with  the  guidelines  governing  these  two  mechanisms  that  are 
available  from  DBSB.  These  centers  are  given  a commitment  of  five  years  of  support  and  are  renewable  at 
five-year  intervals.  Renewals  must  be  invited  by  a specific  RFA  that  also  will  give  interested  organizations 
a chance  to  compete  with  the  incumbent  for  the  award.  Because  population  research  center  grants  are  complex 
entities,  it  is  strongly  recommended  that  interested  applicants  contact  the  DBSB  staff  for  a personal 
consultation  regarding  the  centers  program.  The  current  policies  and  requirements  that  govern  the  research 
grant  programs  of  NIH  will  prevail  (Code  of  Federal  Regulations,  Title  42,  Part  52  and  Title  45,  Part  74).  The 
total  project  period  for  applications  submitted  to  this  RFA  is  five  years.  The  anticipated  award  date  will  be 
July  1,  1994. 

FUNDS  AVAILABLE 

DBSB  anticipates  funding  two  or  three  centers  in  FY  94.  $2,300,000  of  first  year  total  cost  support  has  been 

set  aside  for  this  competition,  contingent  on  the  availability  of  funds  in  the  FY  94  appropriation.  New  P50 
applications  should  not  request  more  than  $600,000  in  first  year  direct  cost  support.  New  P30  applications 
should  not  request  more  than  $500,000  in  first  year,  direct  cost  support  and  previously  funded  centers  should 
not  request  more  than  120  percent  of  the  Council  approved  amount  in  the  last  year  of  the  old  grant  as  the  first 
year  of  the  renewal  application.  Applications  exceeding  these  budget  guidelines  will  be  returned  to  the 
applicant  unless  they  receive  written  permission  from  NICHD  to  exceed  them.  The  award  of  a center  is  dependent 
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on  the  receipt  of  applications  of  high  scientific  merit  and  the  availability  of  funds  to  support  centers. 
RESEARCH  OBJECTIVES 

The  Demographic  and  Behavioral  Sciences  Branch  (DBSB),  Center  for  Population  Research  (CPR),  National  Institute 
of  Child  Health  and  Human  Development  (NICHD)  supports  research  on  population  dynamics  using  a variety  of 
approaches  found  in  the  social  and  behavioral  sciences.  This  RFA  is  specifically  designed  to  stimulate  the 
research  community  to  organize  or  to  maintain  population  research  centers  of  high  quality  which  will  serve  as 
a national  research  network  that  fosters  communication,  innovation  and  high  quality  research. 

SPECIAL  REQUIREMENTS 

Applicants  must  request  travel  funds  to  attend  an  annual  meeting  of  the  directors  of  P50s  and  P30s  in  Bethesda, 

MD. 


STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  should  provided. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  July  1,  1993,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  center,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator  and  the 
number  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted.  The  letter  of  intent  is  not 
binding,  is  not  required,  and  will  not  be  considered  in  the  review  of  the  application.  The  purpose  of  the  letter 
of  intent  is  to  alert  the  program  staff  of  the  proposed  application  so  that  the  program  may  be  of  assistance 
in  explaining  the  complex  nature  of  the  mechanism  and  it  allows  NICHD  staff  to  estimate  potential  workload  and 
avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  V.  Jeffery  Evans  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  The  type  of  center  grant 
requested  (P30)  must  be  indicated  on  the  face  page  of  the  application  in  item  2b.  The  RFA  label  available  in 
the  application  kit  must  be  affixed  to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could  result  in 
delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee  in  time  for  the  review. 
In  addition,  the  RFA  title  and  number  must  be  typed  on  line  2a  of  the  face  page  of  the  application  form  and  the 
YES  box  must  be  marked.  The  PHS  398  is  available  from  most  institutional  offices  of  sponsored  research  and  can 
also  be  obtained  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of 
Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248. 

Applications  must  be  received  at  the  Division  of  Research  Grants  by  October  13,  1993.  If  an  application  is 
received  after  that  date,  it  will  be  returned  to  the  applicant. 

REVIEW  CONSIDERATIONS 

The  applications  will  be  reviewed  by  the  Population  Research  Committee  of  the  NICHD  for  scientific  merit  and 
the  Institute's  Advisory  Council  for  program  relevance  and  policy  issues  before  awards  for  meritorious 
applications  are  made. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  July  1,  1994.  Funding  decisions  will  be  based  on  the  IRG  and  NACHHD  Council 
recommendations,  program  relevance,  and  the  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

V.  Jeffery  Evans,  Ph.D,  J.D. 

Demographic  and  Behavioral  Sciences  Branch 

National  Institute  of  Child  Health  and  Human  Development 

Building  6100,  Room  8B13 

Bethesda,  MD  20892 

Telephone:  (301)  496-1174 

FAX:  (301)  496-0962 
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Direct  inquiries  regarding  fiscal  matters  to: 


Hs.  Melinda  Nelson 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 

Building  6100,  Room  8A17 

Bethesda,  MD  20892 

Telephone:  (301)  496-5481 

FAX:  (301)  402-0915 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.864  (Population  Research). 
Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as 
amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations,  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372,  or  to  Health  Systems  Agency  review. 

CRANIOFACIAL  ANOMALIES  RESEARCH  CENTERS 

NIH  Guide.  Volume  22,  Number  15,  April  16,  1993 

RFA  AVAILABLE:  DE  93-003 

P.T.  04;  K.U.  0715148,  1002058,  0745032,  1002008,  1002059 

National  Institute  of  Dental  Research 

Letter  of  Intent  Receipt  Date:  September  24,  1993 
Application  Receipt  Date:  October  21,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION 
OF  AN  APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Dental  Research  (NIDR)  invites  applications  for  the  support  of  Craniofacial  Anomalies 
Research  Centers  to  conduct  multidisciplinary,  fundamental  and  epidemiological  research  on  genetic  aspects  of 
the  etiology  of  craniofacial  anomalies.  The  NIDR  is  currently  supporting  three  Craniofacial  Anomalies  Research 
Centers  whose  approved  funding  periods  will  end  on  September  19,  1994.  The  present  announcement  establishes 
a new  round  of  competition  for  a five  year  period  of  funding  beginning  as  early  as  September  20,  1994.  This 
competition  will  be  open  to  all  domestic  institutions,  including  those  proposing  new  Craniofacial  Anomalies 
Research  Centers  as  well  as  those  with  existing  centers. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Craniofacial 
Anomalies  Research  Centers,  is  related  to  the  priority  area  of  oral  health.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 

Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  non-profit,  public  and  private  organizations,  such  as  dental  or 
medical  schools,  universities  and  research  institutions.  Applications  from  foreign  institutions  are  not 
eligible.  However,  domestic  applications  may  contain  international  components.  Applications  from  minority 
individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  Craniofacial  Anomalies  Research  Centers  will  be  supported  by  specialized  center  research  grants  (P50)  for 
a period  of  five  years,  commencing  as  early  as  September  20,  1994.  Responsibility  for  the  planning,  direction, 
and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project  period  for 
applications  submitted  in  response  to  the  present  RFA  may  not  exceed  five  years.  This  RFA  is  a one-time 
solicitation.  Issuance  of  a subsequent  request  for  new  and  competing  continuation  applications  is  contingent 
upon  program  needs  and  the  availability  of  funds.  Further,  it  is  unlikely  that  the  NIDR  will  be  able  to  fund 
P01  grant  applications  resulting  from  the  amendment  of  unfunded  applications  responding  to  this  RFA.  A fuller 
statement  of  this  policy  is  found  in  the  RFA  in  the  section  titled  "Amended  Applications". 

FUNDS  AVAILABLE 

It  is  estimated  that  $2,250,000  in  total  costs  will  be  committed  for  the  first  year  of  support  for  the  entire 
program.  However,  award  of  grants  for  this  program  is  contingent  upon  receipt  of  appropriated  funds  for  this 
purpose.  It  is  anticipated  that  three  awards  may  be  made,  some  of  which  may  be  competing  continuation  awards. 
Applicants  may  request  up  to  $500,000  in  direct  costs  for  the  first  year.  Budget  increases  of  no  more  than  four 
percent  may  be  requested  for  each  of  the  subsequent  four  years. 
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RESEARCH  OBJECTIVES 


The  primary  goal  of  this  RFA  is  to  maintain  the  impetus  for  multidisciplinary,  fundamental,  and  epidemiological 
research  on  genetic  aspects  of  the  etiology  of  normal  and  abnormal  craniofacial  development.  Examples  of 
research  areas  and  topics  pertaining  to  developmental  biologic  and  molecular  genetic  aspects  of  human 
craniofacial  development  as  well  as  the  etiology  of  congenital  craniofacial  anomalies  are  cited  in  the  RFA. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities.  If  women  and  minorities  are  not  included  in  the  study  populations  for  clinical  studies, 
a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not 
be  accepted  for  review. 

LETTERS  OF  INTENT 

Prospective  applicants  are  asked  to  submit  a letter  of  intent  by  September  24,  1993  that  includes  a descriptive 
title  of  the  proposed  or  existing  center,  the  name,  address  and  telephone  number  of  the  center  director,  the 
identities  of  other  key  personnel  and  the  participating  institution(s)  and  a descriptive  title  of  each 
sub-project,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted. 
Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  a subsequent 
application,  the  information  that  it  contains  is  helpful  to  the  NIDR  staff  in  planning  for  timely  review  of 
applications.  It  allows  Institute  staff  to  estimate  the  potential  workload  and  to  avoid  possible  conflict  of 
interest  in  review.  The  letter  of  intent  is  to  be  addressed  to  Dr.  Mohandas  Bhat,  at  the  address  listed  under 
INQUIRIES. 

APPLICATION  PROCEDURES 

Appl  ications  are  to  be  prepared  on  form  PHS  398  (rev.  9/91),  that  may  be  obtained  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Uestbard  Avenue,  Room  449,  Bethesda, 
MD  20892,  telephone  301-594-7248  and  from  the  program  official  listed  under  INQUIRIES.  Applications  must  be 
received  by  October  21,  1993.  If  an  application  is  received  after  that  date,  it  will  be  returned  to  the 
applicant.  Detailed  instructions  on  application  submission  are  described  in  the  RFA. 

REVIEW  CONSIDERATIONS 

Appl  ications  will  be  evaluated  for  scientific  and  technical  merit  by  a special  grants  review  committee  convened 
by  the  NIDR  Scientific  Review  Office.  Prior  to  the  initial  review,  a triage  mechanism  may  be  employed  to 
determine  competitiveness  among  the  applications.  Those  that  are  not  competitive  will  be  administratively 
withdrawn.  An  applicant  interview  or  a site  visit  may  be  conducted  for  those  found  to  be  competitive. 
Appl  ications  that  are  not  responsive  to  the  RFA  or  those  that  exceed  the  budget  limitation  will  be  returned  to 
the  applicant.  Secondary  review  will  be  conducted  by  the  National  Advisory  Dental  Research  Council.  Factors 
to  be  considered  in  the  evaluation  of  applications  are  provided  in  the  RFA. 

AWARD  CRITERIA 

The  earliest  anticipated  date  of  award  is  September  20,  1994.  In  making  funding  decisions,  the  total  cost  of 
the  Craniofacial  Anomalies  Research  Centers  to  the  NIDR  as  well  as  scientific  merit,  program  priorities  and 
program  balance  will  be  considered  by  the  NIDR  staff  and  Council.  Centers  may  undergo  interim  reviews  by  the 
NIDR  to  evaluate  progress.  Funding  for  subsequent  years  may  be  contingent  on  a successful  outcome  of  this 
review. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  are  welcome. 

Direct  requests  for  the  RFA,  inquiries  regarding  programmatic  issues,  and  address  the  letter  of  intent  to: 

Mohandas  Bhat,  M.D.S.,  Dr.P.H. 

Craniofacial  Development  and  Disorders  Program 
National  Institute  of  Dental  Research 
Westwood  Building,  Room  509 
Bethesda,  MD  20892 
Telephone:  (301)  594-7648 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Theresa  Ringler 

Grants  Management  Office 

National  Institute  of  Dental  Research 

Westwood  Building,  Room  510 

Bethesda,  MD  20892 

Telephone:  (301)  594-7629 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.121.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,(42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 

RESEARCH  ON  EMERGENCY  MENTAL  HEALTH  SERVICES  FOR  CHILDREN  AND  ADOLESCENTS 

NIH  Guide.  Volume  22,  Number  15,  April  16,  1993 
PA  NUMBER:  PA-93-075 

P.T.  34;  K.U.  0730050,  0715095,  0403001,  0770005,  0715210,  0785185 

National  Institute  of  Mental  Health 

PURPOSE 

The  purpose  of  this  announcement  is  to  encourage  research  grant  applications  on  emergency  mental  health  services 
to  children  and  adolescents  who  are  in  need  of  acute  psychiatric  and/or  psychosocial  intervention  for  one  or 
more  of  the  following  reasons:  (1)  they  have  suffered  a physical  injury  that  may  be  associated  with  an 
antecedent  emotional  disturbance;  (2)  they  have  other  physical  conditions  (such  as  AIDS  or  drug  abuse)  or 
physical  trauma  that  place  them  and/or  their  families  at  risk  for  mental  health  problems;  (3)  they  are  the 
victims  of  or  witnesses  to  violence;  (4)  they  are  the  victims  of  physical  and/or  sexual  abuse;  (5)  they  have 
attempted  suicide;  or  (6)  they  are  victims  of  larger  scale  catastrophes,  such  as  natural  disasters, 
technological  emergencies,  accidents,  or  riots. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Research  on 
Emergency  Mental  Health  Services  for  Children  and  Adolescents,  is  related  to  priority  areas  alcohol  and  other 
drugs,  mental  health  and  mental  disorders,  and  violent  and  abusive  behaviors.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 

Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  any  domestic  and  foreign,  public  and  private,  non-profit  and  for-profit 
organizations,  including  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  Government.  Foreign  institutions  are  not  eligible  for  the  First 
Independent  Research  Support  and  Transition  (FIRST)  award  (R29).  Women  and  minority  investigators  are 
encouraged  to  apply. 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  requested  through  applications  for  a research  project  grant  (R01),  a small  grant  (R03), 
the  FIRST  award  (R29),  research  demonstrations  (R18),  the  Multi-Institutional  Collaborative  Research  Project 
(R10),  and  the  Rapid  Assessment  Post-Impact  of  Disaster  (RAPID)  Program. 

Since  the  R03,  R29,  R10,  and  RAPID  mechanisms  have  special  requirements  regarding  eligibility,  application 
format,  review  criteria,  and,  in  the  case  of  the  RAPID  Program,  review  dates,  applicants  are  strongly  encouraged 
to  consult  with  program  staff  (listed  under  INQUIRIES)  and  obtain  specialized  announcements. 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  announcement  will  vary,  it  is 
anticipated  that  the  size  of  the  awards  will  also  vary. 

RESEARCH  OBJECTIVES 

The  report  by  the  Institute  of  Medicine's  Committee  for  the  Study  of  Research  on  Child  and  Adolescent  Mental 
Disorders,  issued  in  1989,  noted  that  there  is  a paucity  of  research  on  services  provided  to  children  and 
adolescents  and  particularly  on  the  impact  of  these  services.  In  March  1990,  the  National  Institute  of  Mental 
Health  (NIMH),  in  conjunction  with  the  Bureau  of  Maternal  and  Child  Health,  issued  a request  for  applications 
(RFA)  soliciting  research  demonstration  applications  on  emergency  mental  health  services  for  children  and 
adolescents.  Through  this  program  announcement,  the  NIMH  is  reemphasizing  the  importance  of  this  topic  as  an 
area  of  research  and  expanding  the  focus  of  the  original  announcement  to  include  emergency  mental  health 
services  for  (a)  children  and  adolescents  who  are  the  victims  of  or  witnesses  to  violence;  (b)  children  and 
adolescents  who  are  the  victims  of  physical  and/or  sexual  abuse,  including  rape;  and  (c)  children  and 
adolescents  who  are  victims  of  disaster,  accidents,  riots,  or  other  traumatic  events. 

Listed  below  are  examples  of  research  projects  that  could  advance  knowledge  about  the  provision  of  emergency 
mental  health  services  for  children  and  adolescents.  The  list  is  not  exhaustive;  it  is  expected  that  additional 
important  topics  will  be  identified  by  investigators  who  respond  to  this  announcement.  Projects  may  focus  on: 

o the  effectiveness  of  mental  health  services  for  children  and  adolescents  and/or  their  families  who  are 
experiencing  acute  medical  crises  such  as  those  associated  with  diabetes,  cancer,  or  hemophilia 
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o the  effectiveness  of  mental  health  services  for  children  and  adolescents  and/or  their  families  in  cases  where 
the  youth  have  suffered  disabling  or  disfiguring  injuries,  such  as  burns,  loss  of  limbs,  or  spinal  cord  injury 

o the  effectiveness  of  enhanced  mental  health  services  for  children  and  adolescents  with  AIDS  and  for  their 
families  who  go  to  emergency  rooms  seeking  services  for  medical  crises  associated  with  the  HIV  infection 

o the  effectiveness  of  mental  health  emergency  services  provided  to  children  and  adolescents,  including  those 
who  have  been  abusing  illicit  drugs  and/or  alcohol,  who  are  coping  with  physical  trauma 

o the  effectiveness  of  emergency  mental  health  services  for  children  and  adolescents  who  have  experienced 
sexual  and/or  physical  abuse 

o the  effectiveness  of  emergency  mental  health  services  for  children  and  adolescents  who  have  been  victims  of 
violence,  including  youth  who  have  participated  in  the  violence,  or  who  are  experiencing  psychiatric  or 
psychosomatic  symptoms  as  a result  of  witnessing  violence 

o the  effectiveness  of  emergency  mental  health  interventions,  based  either  in  emergency  rooms  or  in  detention 
facilities  for  juveniles,  for  children  and  adolescents  who  attempt  suicide  or  display  symptoms  of  post-traunatic 
stress  disorder 

o the  effectiveness  of  emergency  mental  health  services  for  children  and  adolescents  exposed  to  natural 
disaster,  technological  hazards,  accidents,  riots,  or  other  large-scale  traumatic  events 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  FEMALES  AND 
MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

Applications  for  grants  and  cooperative  agreements  that  involve  human  subjects  are  required  to  include 
minorities  and  both  genders  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at 
risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  applies  to  all  research  involving  human  subjects  and  human  materials,  and  applies  to 
males  and  females  of  all  ages.  If  one  gender  and/or  minorities  are  excluded  or  are  inadequately  represented 
in  this  research,  particularly  in  proposed  population-based  studies,  clear  compelling  rationale  for  exclusion 
or  inadequate  representation  should  be  provided.  The  composition  of  the  proposed  study  population  must  be 
described  in  terms  of  gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In  addition, 
gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  American 
Indians  or  Alaskan  Natives,  Asians  or  Pacific  Islanders,  African  Americans,  Hispanics).  Investigators  must 
provide  the  rationale  for  studies  on  single  minority  population  groups. 

Applications  for  support  of  research  involving  human  subjects  must  employ  a study  design  with  minority  and/or 
gender  representation  (by  age  distribution,  risk  factors,  incidence/prevalence,  etc.)  appropriate  to  the 
scientific  objectives  of  the  research.  It  is  not  an  automatic  requirement  for  the  study  design  to  provide 
statistical  power  to  answer  the  questions  posed  for  men  and  women  and  racial/ethnic  groups  separately;  however, 
whenever  there  are  scientific  reasons  to  anticipate  differences  between  men  and  women,  and  racial/ethnic  groups, 
with  regard  to  the  hypothesis  under  investigation,  applicants  should  include  an  evaluation  of  these  gender  and 
minority  group  differences  in  the  proposed  study.  If  adequate  inclusion  of  one  gender  and/or  minorities  is 
impossible  or  inappropriate  with  respect  to  the  purpose  of  the  research,  because  of  the  health  of  the  subjects, 
or  other  reasons,  or  if  in  the  only  study  population  available,  there  is  a disproportionate  representation  of 
one  gender  or  minority/majority  group,  the  rationale  for  the  study  population  must  be  well  explained  and 
justified. 

NIH  funding  components  will  not  make  awards  of  grants,  cooperative  agreements,  or  contracts  that  do  not  comply 
with  this  policy.  For  research  awards  that  are  covered  by  this  policy,  awardees  will  report  annually  on 
enrollment  of  women  and  men,  and  on  the  race  and  ethnicity  of  subjects. 

APPLICATION  PROCEDURES 

Applicants  are  to  use  the  research  grant  application  form  PHS  398  (rev.  9/91).  The  number  (PA-93-  ) and  the 

title  of  this  announcement,  Research  on  Emergency  Mental  Health  Services  for  Children  and  Adolescents,  must  be 
typed  in  item  number  2a  on  the  face  page  of  the  PHS  398  application  form.  Applicants  must  also  specify  which 
support  mechanism  they  are  applying  under,  e.g.,  R29,  R03,  RIO. 

Application  kits  containing  the  necessary  forms  may  be  obtained  from  IHS  Area  offices  and  business  offices  or 
offices  of  sponsored  research  at  most  universities,  colleges,  medical  schools,  and  other  major  research 
facilities.  If  such  a source  is  not  available,  the  following  office  may  be  contacted  for  the  necessary 
application  material: 

Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-05 
Rockville,  MD  20857 
Telephone:  (301)  443-4414 
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The  signed  original  and  five  legible  copies  of  the  completed  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  CONSIDERATIONS 

Appl  ications  will  be  reviewed  for  scientific  and  technical  merit  by  an  initial  review  group  (IRG)  composed 
primarily  of  non-Federal  scientific  experts.  Final  review  is  by  the  appropriate  national  advisory  council; 
review  by  council  may  be  based  on  policy  considerations  as  well  as  scientific  merit.  By  law,  only  applications 
recommended  for  consideration  for  funding  by  the  council  may  be  supported.  Summaries  of  IRG  recommendations 
are  sent  to  applicants  as  soon  as  possible  following  IRG  review. 

Criteria  to  be  considered  in  evaluating  applications  for  scientific/technical  merit  include: 

o Scientific,  technical,  or  medical  significance  and  originality  of  the  proposed  research 

o Appropriateness  and  adequacy  of  the  research  approach  and  methodology  proposed  to  carry  out  the  research 

o Qualifications  and  research  experience  of  the  Principal  Investigators  and  staff,  particularly,  but  not 
exclusively,  in  the  area  of  the  proposed  research 

o Availability  of  resources  necessary  to  the  research 

o Appropriateness  of  the  proposed  budget  and  duration  in  relation  to  the  proposed  research 

o Adequacy  of  the  proposed  means  for  protecting  against  or  minimizing  adverse  effects  to  human  and/or  animal 
subjects 

AWARD  CRITERIA 

As  part  of  the  NIMH  Publ ic- Academic  Liaison  (PAL)  initiative,  special  encouragement  is  given  to  applications 
that  involve  active  collaborations  between  academic  researchers  and  public  sector  agencies  in  planning, 
undertaking,  analyzing,  and  publishing  research  pertaining  to  persons  with  severe  mental  illness.  The  PAL 
initiative  is  based  on  the  premise  that  important  new  advances  in  understanding  and  treatment  of  severe  mental 
illness  can  result  from  improved  linkages  between  the  Nation's  scientific  resources  and  the  public  sector 
agencies  and  programs  in  which  many  persons  with  severe  mental  illness  receive  their  care.  The  scope  of  the 
PAL  initiative  encompasses  public  sector  agencies  of  all  types  that  deal  with  children,  adolescents,  adults, 
and  elderly  persons  with  severe  mental  disorders. 

Factors  considered  in  determining  which  applications  will  be  funded  include  IRG  and  Council  recommendations, 
PHS  program  needs  and  priorities,  and  availability  of  funds. 

INQUIRIES 

NIMH  staff  are  available  for  consultation  concerning  the  development  of  an  application  in  advance  of  or  during 
the  process  of  preparing  an  application. 

Potential  applicants  are  encouraged  to  contact  NIMH  as  early  as  possible  for  information  and  assistance  in 
initiating  the  application  process  and  developing  an  application.  The  NIMH  program  staff  member  listed  below 
may  be  contacted  for  further  information  and  assistance. 

Kimberly  E.  Hoagwood,  Ph.D. 

Division  of  Epidemiology  and  Services  Research 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  10C-06 
Rockville,  MD  20857 
Telephone:  (301)  443-4233 

For  further  information  on  grants  management  issues,  applicants  may  contact: 

Diana  S.  Trunnell 
Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-15 
Rockville,  MD  20857 
Telephone:  (301)  443-3065 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.242,  Mental  Health  Research  Grants. 
Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as 
amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  52  and  45  CFR  Part  74.  This  announcement  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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HEALTH  AND  EFFECTIVE  FUNCTIONING  IN  THE  MIDDLE  AND  LATER  YEARS 


NIH  Guide.  Volume  22,  Number  15,  April  16,  1993 
PA  NUMBER:  PA-93-076 

P.T.  34;  K.U.  0710010,  0745035,  0414014,  0404000 

National  Institute  on  Aging 

PURPOSE 

The  National  Institute  on  Aging  (NIA)  invites  the  submission  of  research  and  career  grant  applications  for 
projects  designed  to  specify  how  psychosocial  processes,  interacting  with  biological  processes,  influence  health 
and  functioning  in  the  middle  and  later  years  of  life. 

This  program  announcement  is  part  of  the  broad  program  of  the  NIA,  which  was  established  by  law  in  1974  for  the 
conduct  and  support  of  biomedical,  social,  and  behavioral  research  and  training  related  to  the  aging  process 
and  the  diseases  and  other  special  problems  and  needs  of  the  aged.  Under  this  mandate,  health  and  well-being 
are  viewed  as  the  outcome  of  complex  psychological,  social,  environmental,  physiological,  and  medical  processes. 
Four  principles  guiding  NIA  research  are:  (1)  the  dynamic  character  of  aging  as  a process,  and  of  social  and 
historical  changes  that  affect  the  age  structure  of  society  and  the  ways  in  which  individuals  age;  (2)  the 
interrelatedness  of  old  age  with  earlier  age;  (3)  the  social,  cultural,  and  individual  variability  of  aging; 
and  (4)  the  continuing  interplay  between  psychosocial  and  biomedical  aging  processes. 

This  initiative  is  coordinated  with  related  programs  in  other  agencies,  including  the  National  Institute  of 
Child  Health  and  Human  Development,  the  National  Institute  of  Mental  Health,  and  the  National  Center  for  Nursing 
Research. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement. 
Health  and  Effective  Functioning  in  the  Middle  and  Later  Years,  is  related  to  the  priority  area  of  age-related 
objectives  for  adults  and  older  adults.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full 
Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone 
202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and 
eligible  agencies  of  the  Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged. 
Foreign  institutions  are  not  eligible  to  apply  for  program  projects  (P01)  or  First  Independent  Research  Support 
and  Transition  (FIRST)  (R29)  awards  and  can  apply  for  National  Research  Service  Training  Awards  (F32,  F33)  only 
if  the  applicant  is  a U.S.  citizen  or  resident  alien.  Applicants  for  F32  and  F33  awards  must  be  U.S.  citizens 
or  resident  aliens. 

MECHANISM  OF  SUPPORT 

The  mechanisms  of  support  for  this  program  are  the  research  grant  (R01),  the  anticipated  average  award  (direct 
costs)  is  $150,000  per  year;  the  FIRST  award  (R29);  program  projects  (P01);  and  Fellowships  (F32,  F33). 

RESEARCH  OBJECTIVES 

The  20th  century's  triumph  of  extension  of  life  means  not  only  that  the  numbers  of  old  people  are  increasing, 
but  that  more  and  more  individuals  can  look  forward  to  living  out  their  lives  to  the  full.  As  life  expectancy 
has  been  extended,  the  proportion  of  adult  life  that  might  be  spent  in  retirement  has  also  increased.  However, 
it  remains  to  be  seen  whether  and  how  people  will  benefit  from  these  added  years.  How  can  the  relatively 
vigorous  health,  effective  functioning,  and  productivity  of  the  middle  years  be  continued  into  the  later  years? 
How  can  disability  and  dependency  be  postponed  until  the  last  years  of  the  extended  life  course? 

Research  findings  suggest  how  the  productive  middle  years  might  be  extended,  how  many  disabilities  of  old  age 
might  be  prevented  or  postponed,  and  how  the  costs  of  health  care  and  dependency  might  be  contained.  For 
example,  intellectual  decline  with  aging  (when  it  occurs)  can  often  be  slowed  or  reversed  by  relatively  simple 
training  interventions;  older  people  can  often  learn  to  compensate  for  declines  in  reaction  time,  memory,  and 
other  age-related  deficits  (e.g.,  through  mnemonic  strategies,  carefulness,  and  persistence);  for  the  visual 
impairments  suffered  by  many  older  people,  particular  styles  and  sizes  of  type  can  facilitate  reading,  and 
training  can  improve  the  functional  field  of  view  and  reduce  a significant  risk  factor  for  driving  accidents; 
food  can  be  adapted  to  the  age-related  changes  in  taste  and  smell  that  influence  eating  behaviors;  health  can 
be  promoted  through  changes  in  self-care  behaviors  and/or  lifestyle  (e.g.,  smoking,  diet,  and  exercise)  across 
the  lifespan;  illness  can  often  be  alleviated  through  social  supports  and  improved  coping  behaviors;  and  many 
serious  disabilities  (even  when  experienced  in  nursing  homes)  can  be  reduced  by  regimens  that  reward  activity 
and  independence. 

Biological,  psychological,  and  social  processes  of  growing  old  are  to  a considerable  extent  malleable.  However, 
the  mechanisms  and  conditions  that  influence  health  and  functioning  during  the  middle  and  later  years  remain 
to  be  specified.  NIA's  goal  in  issuing  this  program  announcement  is  to  encourage  basic  research  studies  of 
these  mechanisms  and  conditions  that  can  extend  the  productive  middle  years  of  life  by  preventing,  postponing, 
or  reversing  disabilities  of  old  age. 
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Specific  Objectives 


Many  research  issues  fall  within  the  realm  of  health  and  effective  functioning  in  the  middle  and  later  years. 
The  following  are  offered  as  illustrations  of  appropriate  topics.  Applications  need  not,  however,  be  limited 
to  these  issues.  The  PHS  referral  guidelines  will  be  followed  in  assigning  applications  to  the  NIA  or  to  other 
Institutes.  The  NIA  will  support  research  that  extends  the  knowledge  base  underlying  the  provision  of  health 
services  for  the  aging  and  the  aged.  However,  the  NIA  does  not  support  demonstration,  control,  and  evaluation 
projects  nor  the  provision  of  services  per  se.  Services  may  be  one  of  the  "experimental"  variables  in  a 
proposed  study. 

1.  Work  and  Retirement  (See  Program  Announcements  on  Economics  of  Aging,  Health,  and  Retirement;  on  Cognitive 
Functioning  and  Aging;  and  Human  Factors  Research  on  Older  People) 

o Aspects  of  work  situations  that  stimulate  intellectual  competence,  provide  incentives  and  opportunities  for 
sustained  or  enhanced  performance. 

o Factors  influencing  vigor,  intellectual  functioning,  memory,  and  other  physical  and  psychological  capacities, 
and  motivations  for  continuing  productivity  and  creativity. 

o Processes  and  conditions  associated  with  retirement  that  influence  physical  and  mental  functioning. 

o Age-related  disabilities  specific  to  particular  occupations;  organizational  and  technological  (human  factors) 
innovations  to  remedy  or  compensate  for  these  deficits. 

2.  Health  Institutions  (See  Program  Announcements  on  Aging  and  Formal  Health  Care;  Home  Health  Care  and  Aging) 

o Psychological  and  social  factors  that  reduce  the  need  for  long-term  care  of  older  people;  alternatives  to 
i nst i tut i ona l i zat i on. 

o Influence  of  institutionalization  on  health  and  functioning  of  the  institutionalized  elderly  and  of  their 
significant  others  (spouse,  children,  other  relatives,  friends). 

o Psychosocial  factors  in  the  diagnosis  and  treatment  of  elderly  by  health-care  practitioners,  including 
clinical  decision-making  and  treatment  outcomes. 

o The  influence  of  the  organization  of  health  care  and  related  social  institutions  on  health  outcomes  and 
quality  of  life  for  older  people. 

3.  Social  Support 

o Changes  and  stabilities  in  social  networks  as  protections  against  disabilities  in  the  middle  and  later  years, 
o Positive  and  negative  consequences  of  social  relationships  for  health  and  functioning. 

4.  Health  Behaviors  and  Attitudes  (See  Program  Announcement  on  Health  Behaviors  and  Aging:  Psychosocial 
Geriatrics  Research;  Women's  Health  over  the  Life  Course) 

o Biopsychosocial  linkages  between  health  and  behavior  and  interacting  influences  of  aging  processes. 

o Age  and/or  cohort  differences  in  health  behaviors,  attitudes,  and  beliefs  (e.g.,  symptom  recognition  and 
care-seeking). 

o Factors  influencing  initiating  and  maintaining  health  behaviors  associated  with  promoting  health  and 
preventing  disease  and  disability. 

o Factors  affecting  adherence  to  prescribed  therapies. 

o Ways  of  coping  with  stress,  ranging  from  "daily  hassles"  to  life-threatening  events. 

5.  Personality  and  Self  Concept  (See  Program  Announcement  on  Sense  of  Control  throughout  the  Life  Course) 
o Etiology  and  developmental  course  of  disease-prone  personality  configurations  over  the  life  course. 

o Nature,  antecedents,  and  consequences  of  "sense  of  control"  throughout  the  life  course. 

o Individual  differences  in  psychological  and  physiological  response  to  chronic  or  persistent  stressful 
si tuations. 

6.  Family  and  Household 

o Changes  in  household  composition  and  resources  and  their  interaction  with  health  and  functioning. 

o Family  and  household  decision-making,  and  patterns  of  intergenerational  exchanges  of  material  and  emotional 
support. 

7.  Cultural,  Demographic,  and  Socioeconomic  Variation 

o The  processes  or  variables  through  which  socioeconomic  status  affect  health  and  effective  functioning  over 
the  life  course. 

o Health  and  effective  functioning  in  special  populations  such  as  the  very  elderly,  retarded,  or  rural  older 
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people.  (See  Program  Announcements  on  the  Oldest  Old;  Older  Rural  Populations;  and  Aging  of  Retarded  Adults.) 
o Ethnic  group  and  minority  population  variations  in  the  processes  affecting  health  and  effective  functioning. 
8.  Methodological  Studies 

In  addition  to  substantive  topics,  applications  are  sought  for  methodological  projects  that  promise  improved 
understanding  of  the  complex  processes  that  influence  health  and  effective  functioning  in  the  middle  and  later 
years.  (See,  for  example.  Program  Announcement  on  Forecasting  Life  and  Health  Expectancy  in  Older  Populations.) 

o Inproved  longitudinal  designs  for  examining  the  linkages  between  psychosocial  and  biomedical  aging  processes. 

o Development  of  cohort-comparative,  cross-cultural,  and  historical-comparative  designs  for  examining  the 
interrelationship  between  societal  changes  and  variations  in  the  individual  aging  process. 

o Development  of  statistical  and  mathematical  models  of  age-related  behavioral  changes  that  are  suitable  for 
the  analysis  of  longitudinal  and  cohort -comparative  data. 

o Improved  measures  of  health,  productivity,  and  functioning,  suitable  for  use  in  the  field  or  in  the 
laboratory. 

o Development  and  improvement  of  measures  of  human  performance  and  functioning  suitable  for  tracing  changes 
over  the  full  life  course. 

o Development  of  innovative  qualitative  or  ethnographic  methodologies,  especially  as  related  to  studies  of 
older  special  populations. 

Methodology 

Uhile  research  applications  need  not  be  limited  to  any  particular  methodology  of  data  collection  or  analysis, 
the  use  of  objective,  reliable,  and  valid  measures  of  psychosocial,  or  biological  health  and  performance  is 
essential.  Consideration  should  be  given  to  the  relative  advantages  and  disadvantages  of  cross-sectional  vs. 
longitudinal  or  cohort  designs,  or  to  the  use  of  experimental  and  quasi -experimental  designs  in  a variety  of 
settings  (including  the  laboratory,  health-care  institutions,  the  residence,  the  community,  and  the  workplace). 
Given  the  expense  associated  with  collecting  original  data,  the  secondary  analysis  of  pre-existing  data  sets 
is  encouraged.  (The  NIA  sponsors  the  National  Archive  for  Computerized  Data  on  Aging  at  the  Inter-university 
Consortium  for  Political  and  Social  Research,  University  of  Michigan,  Ann  Arbor,  MI  48106-1248.)  In  many 
instances,  however,  the  collection  of  new  data  may  be  required  to  meet  particular  objectives. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to 
include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders,  and  conditions  that  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies, 
a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398 
in  Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However, 
NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation 
of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  Native  Americans  (including 
American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies 
on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of 
etiology,  epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders 
or  conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 

results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 

in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 

to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
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considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Receipt  dates  for  applications  are  as  follows: 

F-series  grants:  Apr  5,  Aug  5,  and  Dec  5 

New  P01  and  R-series:  Feb  1,  Jun  1,  and  Oct  1 

Competing  renewal  and  revisions:  Mar  1,  Jul  1,  and  Nov  1 

Applications  are  to  be  submitted  on  grant  application  form  PHS  398  (rev.  9/91)  for  research  project  and  program 
project  grants,  PHS  416-1  (rev.  10/91)  for  Individual  Fellowships,  Applications  will  be  accepted  at  the  standard 
receipt  dates  as  indicated  in  the  application  kit.  The  title  and  number  of  this  announcement  must  be  typed  in 
Section  2a  on  the  face  page  of  the  application. 

Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  301/594-7248. 

The  original  application  and  five  copies  of  PHS  398  or  two  copies  of  PHS  416-1  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Applications  will  be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be 
reviewed  for  scientific  and  technical  merit  in  accordance  with  the  standard  NIH  peer  review  procedures. 
Following  scientif ic-technical  review,  the  applications  will  receive  a second-level  review  by  the  appropriate 
national  advisory  council. 

AWARD  CRITERIA 

Applications  recommended  for  further  consideration  by  an  appropriate  Advisory  Council  will  be  considered  for 
funding  on  the  basis  of  overall  scientific,  clinical,  and  technical  merit  of  the  proposal  as  determined  by  peer 
review,  appropriateness  of  budget  estimates,  program  needs  and  balance,  policy  considerations,  adequacy  of 
provisions  for  the  protection  of  human  subjects,  and  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Ronald  P.  Abeles,  Ph.D. 

Behavioral  and  Social  Research 
National  Institute  on  Aging 
Gateway  Building,  Room  2C234 
Bethesda,  MD  20892 
Telephone:  (301)  496-3136 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Linda  Whipp 
Office  of  Grants  and  Contracts 
National  Institute  on  Aging 
Gateway  Building,  Room  2N212 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.866.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 
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PERCEPTUAL  AMD  COGNITIVE  AGING:  FROM  STRUCTURE  TO  FUNCTION 


N I H Guide.  Volume  22,  Number  15,  April  16,  1993 

PA  NUMBER:  PA-93-077 

P.T.  34;  K.W.  0710010,  0414005 

National  Institute  on  Aging 

PURPOSE 

This  program  announcement  seeks  to  encourage  researchers  with  a strong  background  in  cognition  or  perception, 
as  well  as  those  currently  studying  aging  processes,  to  explore  outcome  variables  of  significance  to  middle-aged 
and  older  adults.  Such  outcome  variables  include,  but  are  not  limited  to,  independent  activities  of  daily 
living,  health  status,  financial  status,  and  social  relations.  Applications  exploring  the  role  of  affective 
processes,  their  interrelations  with  cognitive  and  perceptual  processes  and  their  contribution  to  functional 
outcome  are  also  welcome.  The  announcement  further  specifies  and  extends  the  NIA  initiative  on  Cognitive 
Functioning  and  Aging  (NIH  Guide  for  Grants  and  Contracts,  Vol.  16,  No.  41,  December  18,  1987).  It  does  not 
replace  that  announcement. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priorities.  This  Program  Announcement, 
Perceptual  and  Cognitive  Aging:  From  Structure  to  Function,  addresses  several  priority  areas,  including  chronic 
disabling  conditions,  physical  activity  and  fitness,  violent  and  abusive  behavior,  and  unintentional  injuries 
as  they  relate  to  older  people.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit,  public  and  private 
organizations  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply. 
Only  domestic  organizations  are  eligible  to  receive  First  Independent  Research  Support  and  Transition  (FIRST) 
(R29)  awards. 

MECHANISM  OF  SUPPORT 

This  program  announcement  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01)  and 
FIRST  (R29)  award  mechanisms.  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project 
will  be  solely  that  of  the  applicant.  Support  will  be  provided  for  a period  of  up  to  five  years  (renewable  for 
subsequent  periods),  subject  to  continued  availability  of  funds  and  progress  achieved.  Average  direct  costs  of 
R01  awards  were  approximately  $150,000  in  FY  1992.  Costs  of  individual  projects  vary  widely.  Direct  costs  of 
FIRST  awards  are  capped  at  $100,000  in  any  one  year  and  $350,000  across  all  years. 

RESEARCH  OBJECTIVES 

Summary 

The  overall  objectives  are  to  use  what  is  known  about  cognitive  and  perceptual  process  in  the  general  population 
and  especially  among  middle-aged  and  older  adults  to  explore  outcome  variables  of  significance  to  middle-aged 
and  older  adults.  Do  the  age  differences  reported  in  numerous  laboratory  studies  have  significance  for  the 
functioning  of  normal  middle-aged  and  older  adults?  Do  the  improvements  observed  after  training  or  other  kinds 
of  intervention  imply  that  similar  improvements  are  possible  in  functioning  in  everyday  contexts? 

Much  is  known  about  structure  and  process  in  cognition  and  perception,  and  the  influence  of  aging  upon  them. 
That  research  has  yielded  a rich  vocabulary  of  concepts  and  models,  much  of  it  useful  in  characterizing 
cognitive  and  perceptual  aging  (e.g.,  Salthouse,  1991;  Hasher  and  Zacks,  1988).  An  integral  part  of  testing 
the  value  of  these  concepts  and  models  is  examining  their  usefulness  in  spawning  applications.  An  important 
research  task,  then,  is  to  make  the  connection  between  the  emerging  web  of  revealed  abilities  and  the  challenges 
encountered  by  middle-aged  and  older  adults.  Applications  in  these  areas  will  both  enrich  theory  and 
methodology  in  cognition  and  perception,  and  also  generate  improvements  in  the  lives  of  the  relevant  population. 
A smaller  but  growing  area  of  the  field  is  already  focusing  on  the  functional  consequences  of  age  differences 
in  structure  and  process.  For  example,  there  is  increasing  research  interest  in  the  relations  among 
perceptual/cognitive  function  and  driving  crashes  and  mobility  among  older  adults  (e.g.,  Owsley,  Ball,  Sloan, 
Roenker,  and  Bruni,  1991).  Also  a number  of  investigators  have  explored  the  relation  between  memory  performance 
among  older  adults  and  adherence  to  medication  schedules  (e.g.,  Morrell,  Park  and  Poon,  1990).  Others  are 
making  connections  among  working  memory,  expertise,  and  the  competency  of  older  pilots  (e.g..  Morrow,  Leirer 
and  Altieri , 1992). 

The  focus  on  relating  intellectual  and  perceptual  abilities  to  functional  outcome  offers  several  different 
research  strategies.  One  such  strategy  is  intervention  research.  Such  research  can  both  offer  a scientific 
test  of  the  role  of  hypothesized  abilities  on  functional  performance  and  generate  practical  strategies  to 
improve  performance.  Another  strategy  is  developing  assessment  tools  for  varied  settings  that  yield 
satisfactory  predictive  validity  for  the  relevant  functional  activity.  However,  the  normal  scientific  process 
of  developing  theories  and  collecting  data  to  establish  relations  among  mental  abilities,  structures  and 
processes,  on  the  one  hand,  and  relevant  domains  of  function,  on  the  other  hand,  is  an  important  precursor  to 
attaining  these  goals,  and  an  important  end  in  its  own  right.  Therefore,  individual  applications  are  encouraged 
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that  focus  on  (1)  developing  a theoretically-guided  and  empirically-supported  relationship  between  ability  and 
outcome,  (2)  using  such  data  to  develop  and  validate  assessment  tools,  (3)  theoretically-guided  and 
empirically-supported  intervention  research,  or,  on  some  combination  of  these  aims.  Applications  using  other 
research  strategies  to  relate  perceptual  and  cognitive  structures  and  processes  to  functional  outcome  are  also 
welcome. 

The  research  questions  that  are  described  below  are  illustrative  only.  Applications  on  other  topics  are  also 
welcome.  In  each  case,  researchers  are  encouraged  to  build  a connection  between  existing  theories,  models  and 
paradigms  in  cognition  and  perception  and  the  particular  functional  areas  described. 

o How  do  cognitive  strategies  and  processes  used  in  evaluating  advertising  claims  and  similar  product 
information  vary  by  age?  Do  these  variations  affect  decisions?  When  affect  is  involved  in  such  evaluation, 
are  age-related  differences  more  or  less  apparent  than  under  more  neutral  conditions? 

o Do  older,  middle-aged,  and  younger  adults  use  similar  heuristics  and  strategies  in  decision  making?  How  are 
such  heuristics  affected  by  relevance  of  the  decisions  to  problems  and  demands  experienced  by  the  different 
groups? 

o How  well  do  measures  of  fluid  ability  predict  need  for  assistive  services  in  later  adulthood? 

o In  what  ways  can  knowledge  of  comprehension  and  memory  processes  benefit  the  design  of  health  insurance  and 
other  benefit  forms  used  by  older  adults? 

o Does  hearing  impairment  act  to  reduce  the  quality  and  number  of  social  interactions,  introduce  negative 
affect,  and  thus  contribute  indirectly  to  increased  use  of  services  and  avoidance  of  social  interaction? 

o What  are  the  relations  among  social  network  size,  perceived  quality  of  network  connections,  and  cognitive 
functioning  in  older  old  adults? 

o What  aspects  of  the  cognitive  and  perceptual  functioning  of  older  adults  facilitate  or  limit  adherence  to 
treatment,  management,  and  monitoring  schedules? 

o How  can  medical  devices  be  best  designed  to  suit  the  cognitive,  and  perceptual  limitations  of  frail  older 
users? 

o In  what  ways  can  knowledge  of  the  comprehension  and  decision  making  processes  of  older  adults  facilitate 
health  professionals'  communication  with  them? 

o How  do  cognitive  and  perceptual  factors  that  differ  by  age  influence  the  detection,  recognition,  and 
avoidance  of  risk  in  natural  situations,  involving  immediate  risk  (e.g.,  crossing  the  street  as  a pedestrian) 
and  delayed  risk  (e.g.,  health  dangers  associated  with  eating  habits)? 

o Given  current  knowledge  of  factors  involved  in  driving  crashes  among  older  adults,  how  can  risk  of  injury 
be  reduced  in  this  population  without  compromising  their  mobility? 

o What  cognitive,  perceptual,  and  affective  factors  predict  preventive  health  behaviors  among  older  adults 
(e.g.,  screening  for  age-associated  conditions  and  diseases,  influenza  vaccination)? 

Methodology 

A sound  research  plan  is  essential.  Most  critical  is  achieving  adequate  between- individual  variation  in  the 
intellectual  abilities  to  be  studied  and  choosing  measures  of  outcome  that  are  susceptible  to  analysis  and  yield 
sufficient  data  given  the  sampling  strategy  of  the  proposed  work.  Such  a strategy  will  allow  powerful  tests 
of  the  hypothesized  relation  between  ability  level  and  functional  outcome.  Age-varied  designs  (e.g.,  young 
versus  old,  young-old  versus  old-old)  may  elucidate  the  relationship  between  ability  and  functional  outcome 
where  there  are  clear  reasons  for  expecting  different  relations  between  ability  and  functional  outcome  among 
groups  of  different  ages. 

Because  of  the  stress  on  functional  outcome,  designs  will  likely  require  the  assessment  of  function  in  some 
field  setting.  For  some  measures,  available  statistics  may  already  exist  (e.g.,  state  records  of  driving 
crashes).  However,  for  other  measures  (e.g.,  assessment  of  errors  in  personal  financial  management)  new 
methodologies  and  instruments  for  data  collection  may  have  to  be  developed.  Grant  applications  focusing  on  such 
development  are  welcome  provided  that  they  are  themselves  rooted  in  a strong  theoretical  and  empirical  base. 
Researchers  may  wish  to  use  advances  in  voice-mail  technology,  in  electronic  recording  of  individual  events, 
and  in  portable  computers  to  assist  in  data-gathering  in  field  settings. 

STUDY  POPULATIONS 

NIH  POLICY  CONCERNING  INCLUSION  OF  MINORITIES  AND  WOMEN  AS  SUBJECTS  IN  RESEARCH 

Applications  for  clinical  research  grants  and  cooperative  agreements  that  involve  human  subjects  are  required 
to  include  minorities  and  both  genders  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the 
need  for  inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders,  and  conditions  which 
disproportionately  affect  them.  This  policy  applies  to  all  research  involving  human  subjects  and  human 
materials,  and  applies  to  males  and  females  of  all  ages.  If  one  gender  and/or  minorities  are  excluded  or  are 
inadequately  represented  in  this  research,  particularly  in  proposed  population-based  studies,  a clear, 
compelling  rationale  for  exclusion  or  inadequate  representation  should  be  provided.  The  composition  of  the 
proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group,  together  with  a 
rationale  for  its  choice.  In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of  the  study. 
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Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  American 
Indians  or  Alaskan  Natives,  Asians  or  Pacific  Islanders,  Blacks,  Hispanics).  Investigators  must  provide  the 
rationale  for  studies  on  single  minority  population  groups. 

Applications  for  support  of  research  involving  human  subjects  must  employ  a study  design  with  minority  and/or 
gender  representation  (by  age  distribution,  risk  factors,  incidence/prevalence,  etc.)  appropriate  to  the 
scientific  objectives  of  the  research.  It  is  not  an  automatic  requirement  for  the  study  design  to  provide 
statistical  power  to  answer  the  questions  posed  for  men  and  women  and  racial/ethnic  groups  separately;  however, 
whenever  there  are  scientific  reasons  to  anticipate  differences  between  men  and  women,  and  racial/ethnic  groups, 
with  regard  to  the  hypothesis  under  investigation,  applicants  should  include  an  evaluation  of  these  gender  and 
minority  group  differences  in  the  proposed  study.  If  adequate  inclusion  of  one  gender  and/or  minorities  is 
impossible  or  inappropriate  with  respect  to  the  purpose  of  the  only  study  population  available,  or  there  is  a 
disproportionate  representation  of  one  gender  or  minority/majority  group,  the  rationale  for  the  study  population 
must  be  well  explained  and  justified. 

The  NIH  funding  components  will  not  make  awards  of  grants,  cooperative  agreements  or  contracts  that  do  not 
comply  with  this  policy.  For  research  awards  which  are  covered  by  this  policy,  awardees  will  report  annually 
on  enrollment  of  women  and  men,  and  on  the  race  and  ethnicity  of  subjects. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit.  Application  kits  are  available  at  most 
institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grant  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  240,  Bethesda,  MD  20892,  telephone 
(301)  594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  Section  2a  on  the  face  page  of  the 
application.  Applicants  for  FIRST  awards  should  note  that  three  letters  of  reference  must  be  submitted  with 
the  application. 

The  completed  original  and  five  permanent,  legible  copies  of  the  PHS  398  form  must  be  submitted  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Applications  received  under  this  announcement  will  be  assigned  to  an  initial  review  group  (IRG)  in  accordance 
with  established  PHS  referral  guidelines.  The  IRGs,  consisting  primarily  of  non-Federal  scientific  and 
technical  experts,  will  review  the  applications  for  scientific  and  technical  merit  in  accordance  with  the 
standard  NIH  peer  review  procedures.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicant 
after  the  initial  review.  Applications  will  receive  a second-level  review  by  an  appropriate  National  Advisory 
Council,  whose  review  may  be  based  on  policy  considerations  as  well  as  scientific  merit.  Only  applications 
recommended  for  further  consideration  by  the  Council  may  be  considered  for  funding. 

AWARD  CRITERIA 

Applications  recommended  for  further  consideration  by  an  appropriate  advisory  council  will  be  considered  for 
funding  on  the  basis  of  overall  scientific,  clinical,  and  technical  merit  of  the  proposal  as  determined  by  peer 
review,  appropriateness  of  budget  estimates,  program  needs  and  balance,  policy  considerations,  adequacy  of 
provisions  for  the  protection  of  human  subjects,  and  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  Robin  A.  Barr 
Behavioral  and  Social  Research 
National  Institute  on  Aging 
Gateway  Building,  Room  2C234 
Bethesda,  MD  20892 
Telephone:  (301)  496-3136 
FAX:  (301)  402-0051 
E-mail:  Barr3NIHNIAGW.BITNET 

Questions  on  fiscal  matters  may  be  directed  to: 

Ms . Li nda  Wh i pp 

Grants  and  Contracts  Management 
National  Institute  on  Aging 
Gateway  Building,  Room  2N212 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 


NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  15  - April  16,  1993 

22 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  Ncj 
authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241)  and  adi 
and  Federal  Regulations,  most  specif ical Irt  t 42  CFR  Partt52  and  45  CFR  Pc 
to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  I 
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**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING 
PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTTTUTES  OF  HEALTH. 
APPLICANTS  WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S  REQUIREMENTS  FOR 
SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
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National  Institutes  of  Health 

On  March  26,  1993,  the  594  telephone  exchange  became  effective  for  all  employees  located  in  the  Westwood  Building.  The 
594  exchange  is  a new  exchange  in  the  Washington  metropolitan  area.  Telephone  companies,  inter-exchange  carriers  (AT&T, 
MCI),  and  private  branch  exchange  (PBX)  providers  across  the  country  were  notified  to  make  programming  changes  to  their 
systems.  These  changes  would  permit  the  systems  to:  (1)  recognize  the  new  telephone  exchange;  and  (2)  route  calls  with 
the  new  exchange  to  the  correct  geographic  area.  Unfortunately,  some  PBX  vendors  did  not  make  the  required  programming 
changes.  As  a result,  callers  trying  to  reach  NIH  staff  located  in  the  Westwood  Building  by  dialing  (301)  594  may  be 
routed  to  Baltimore  [a  (410)  594  exchange  which  has  been  used  in  the  Baltimore  metropolitan  area  for  many  years]  or  some 
other  geographic  areas  across  the  country. 

If  you  experience  problems  getting  through  to  an  NIH  employee  on  the  594  exchange,  check  with  your  PBX  vendor  to  assure 
that  the  required  software  changes  were  made  to  accommodate  the  new  exchange.  If  you  do  not  know  who  your  PBX  vendor 
is,  note  the  number  from  which  you  are  attempting  to  call  and  relay  this  information  to  the  NIH  Telecommunications  Branch 
at  (301)  496-5671;  select  option  nunber  5 for  telephone  repair.  In  the  meantime,  if  you  have  trouble  reaching  a Westwood 
Building  employee  using  the  594  exchange,  dial  the  NIH  Operator  at  (301)  496-4000  to  have  your  call  forwarded. 
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TUMOR  TISSUE  RESOURCES  FOR  EVALUATION  OF  PROMISING  DIAGNOSTIC  AND  PROGNOSTIC  APPROACHES 
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National  Cancer  Institute 

The  National  Cancer  Institute  (NCI)  is  seeking  experienced  organizations  able  to  access  and  provide  large  numbers  of 
paraffin  embedded  tumor  tissues  (and  where  available,  frozen  tumor  specimens)  with  associated  patient  follow-up  data 
to  be  used  for  the  validation  of  promising  new  diagnostic  and  prognostic  assays.  The  tumor  tissue  required  and  the 
assays  to  be  performed  will  be  defined  by  Master  Agreement  Orders  (MAOs)  issued  during  the  period  of  performance.  The 
MAOs  will  be  based  upon  competition  between  members  of  the  Master  Agreement  (MA)  pool.  MA  Holders  who  successfully  bid 
on  specific  MAOs  will  provide  and  analyze  paraffin  blocks  from  a minimum  number  of  patients  with  specific  tumor  stages 
of  breast,  colorectal,  or  bladder  cancer  and  with  a minimum  number  of  years  of  clinical  follow-up.  MA  Holders  will 
perform  evaluations  of  promising  new  diagnostic  and  prognostic  techniques  as  defined  by  individual  MAOs.  Offerors  may 
qualify  to  perform  one,  all,  or  any  combination  of  the  following  methodologies:  flow  cytometry  studies  of  cell 
proliferation,  molecular  biology  studies,  and/or  immunohistochemical  assays.  Multiple  MAOs  may  be  issued  in  each  year. 
The  studies  to  be  performed  under  the  MAOs  will  be  designed  by  the  NCI.  Publication  of  results  of  the  studies  is 
expected  to  reflect  the  collaborative  efforts  between  MAO  Holders  and  NCI  staff.  This  is  the  annual  resolicitation  of 
RFP  Number  NCI -CB-21001 -32. 

INQUIRIES 

Requests  for  this  solicitation  must  be  in  writing  and  reference  MAA  No.  NCI -CB-33050-60.  The  Master  Agreement 
Announcement  (MAA)  is  now  available  and  responses  will  be  due  COB  June  4,  1993.  Requests  are  to  be  addressed  to: 

Barbara  P.  Birnman,  Contract  Specialist 
Research  Contracts  Branch,  CECS 
National  Cancer  Institute 
Executive  Plaza  South,  Suite  620 
Bethesda,  MD  20892 
Telephone:  (301)  496-8611 


STUDY  OF  HEMOCHROMATOSIS  IN  AFRICAN  AMERICANS 
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National  Institute  of  Child  Health  and  Human  Development 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  is  planning  to  conduct  a research  project  to 
characterize  the  iron  status  and  obtain  DNA  samples  from  members  of  African  American  families  that  will  be  identified 
by  index  subjects  with  iron  overload.  These  samples  will  be  used  to  determine  the  chromosomal  localization  of  the 
abnormal  gene  associated  with  hemochromatosis  seen  in  African  Americans  and  to  further  elucidate  the  role  of  gene 
regulation  on  iron  metabolism.  The  NICHD  seeks  a contractor  in  the  Washington  metropolitan  area  to  provide  the  patient 
population,  research  personnel,  and  support  services  required  by  the  Cell  Biology  and  Metabolism  Branch  (CBMB)  to  perform 
the  research  associated  with  this  project.  The  following  mandatory  criteria  must  be  met  at  the  time  of  source  selection: 
(1)  the  prime  contractor  must  have  the  academic,  clinical  and  scientific  environment  required  to  attract  and  recruit 
qualified  clinical  and  basic  research  trainees  and  staff,  and  to  render  the  services  necessary  for  the  support  of 
clinical  and  laboratory  research  conducted  by  the  CBMB;  (2)  the  prime  contractor  and  any  subcontractors  must  have  the 
ability  to  expeditiously  transport  the  samples  that  have  been  collected  to  the  NICHD,  Bethesda  campus,  within  six  hours 
of  collection,  allowing  sufficient  time  for  initial  processing  at  the  NICHD  laboratories;  and  (3)  the  prime  contractor 
must  be  within  the  proximity  of  the  NICHD  Bethesda  campus  to  enable  the  NICHD  staff  to  access  the  patient  population. 

This  announcement  is  a new  solicitation.  It  is  anticipated  that  one  cost- reimbursement  incrementally  funded  type  of 
contract  will  be  awarded  under  the  Request  for  Proposals  (RFP)  for  a period  of  four  years.  The  issuance  of  this  RFP 
will  be  on  or  about  May  3,  1993  and  proposals  are  due  approximately  60  days  thereafter. 

INQUIRIES 

All  requests  must  cite  the  RFP  number  above  and  include  two  self  addressed  mailing  labels.  All  sources  who  consider 
themselves  qualified  will  be  considered.  Those  organizations  desiring  a copy  of  the  above  RFP  may  send  a written  or 
FAX  request  to: 

Ms.  Virginia  A.  DeSAu 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 

6100  Building,  Suite  7A07 

Bethesda,  MD  20892 

Telephone:  (301)  496-4611 

FAX:  (301)  402-3676 
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National  Institute  of  Dental  Research 

Letter  of  Intent  Receipt  Date:  September  24,  1993 
Application  Receipt  Date:  October  21,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Dental  Research  (NIDR)  invites  applications  from  United  States  institutions  for  the  support 
of  Specialized  Caries  Research  Centers.  The  purpose  of  these  centers  is  to  reduce  the  impact  of  dental  caries  as  a 
public  health  problem  by  accelerating  and  expanding  the  development  of  multidisciplinary  basic,  clinical,  epidemiological 
and  behavioral  research  as  well  as  by  promoting  the  translation  of  research  findings  into  improved  methods  that  will 
lead  to  the  early  diagnosis,  treatment  and  prevention  of  coronal  and  root  caries  in  high  risk  populations.  The  current 
solicitation  requires  all  applicants  to  propose  both  basic  and  clinical  research  that  are  interrelated. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Specialized  Caries  Research 
Centers,  is  related  to  the  priority  area  of  oral  health.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through 
the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  non-profit,  public  and  private  organizations,  such  as  dental  or  medical 
schools,  universities  and  research  institutions.  Applications  from  foreign  institutions  are  not  eligible.  However, 
applications  may  include  international  components.  Although  an  application  must  be  submitted  from  a single  institution, 
it  may  include  consortia  arrangements  with  other  institutions  provided  these  arrangements  are  clearly  delineated  and 
confirmed  by  signed  statements  from  the  responsible  officials  of  each  institution.  To  be  eligible  for  a center  grant 
under  this  program,  the  potential  applicant  institution  must  propose  new  projects  including  clinical  dental  caries 
research. 

MECHANISM  OF  SUPPORT 

Centers  will  be  supported  by  specialized  research  center  grants  (P50)  for  a period  of  five  years,  commencing  as  early 
as  September  1,  1994.  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely 
that  of  the  applicant.  The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed 
five  years.  Since  this  RFA  is  a one-time  solicitation,  issuance  of  a subsequent  request  for  new  and  competing 
continuation  applications  will  be  contingent  upon  program  needs  and  the  availability  of  funds. 

Applicants  may  request  up  to  $500,000  in  direct  costs  for  the  first  year.  Where  indirect  costs  are  assigned  to  a 
subcontract  and  counted  as  direct  costs  on  the  parent  grant,  the  direct  cost  maximum  of  $500,000  may  be  exceeded  by  the 
amount  of  indirect  costs  assigned  to  the  subcontract.  Applications  that  exceed  these  limits  will  be  returned  without 
review.  Budget  increases  of  no  more  than  four  percent  may  be  requested  for  each  of  the  subsequent  four  years. 

FUNDS  AVAILABLE 

The  NIDR  is  currently  supporting  two  centers  with  funding  periods  ending  in  August  1994.  If  a sufficient  number  of 
applications  of  high  scientific  merit  are  received,  it  is  anticipated  that  two  awards  will  be  made  and  up  to  $1.5  million 
in  total  costs  will  be  committed  for  the  first  year  of  support  of  the  entire  program.  However,  award  of  grants  for  this 
program  is  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  primary  goal  of  the  centers  is  to  reduce  dental  caries  as  a public  health  problem  by  accelerating  and  expanding  the 
development  of  basic,  clinical,  epidemiological  and  behavioral  research  as  well  as  translating  research  findings  into 
improved  clinical  methods  which  can  lead  to  the  prevention  and  control  of  coronal  and  root  caries.  In  order  to  foster 
a synergistic  environment  between  basic  and  clinical  research,  all  applications  must  include  basic  and  clinical  projects 
that  are  interrelated  in  a meaningful  way.  At  least  one  of  the  projects  must  be  clinical  and  involve  human  subjects. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit  a letter  of  intent  by  September  24,  1993.  The  letter  should  include  a 
descriptive  title  of  the  proposed  center,  the  name,  address  and  telephone  number  of  the  center  director,  the  identities 
of  other  key  personnel  and  their  participating  institution(s),  a descriptive  title  of  each  sub-project,  and  the  number 
and  title  of  this  RFA. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  a subsequent 
application,  the  information  that  it  contains  is  helpful  to  the  NIDR  staff  in  planning  for  timely  review  of  applications. 
It  allows  NIDR  staff  to  estimate  the  potential  workload  and  to  avoid  possible  conflict  of  interest  in  review. 

The  letter  of  intent  is  to  be  addressed  to  Dr.  Joseph  Ciardi  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248);  and 
from  the  program  administrator  listed  under  INQUIRIES. 

Applications  must  be  received  by  October  21,  1993.  If  an  application  is  received  after  that  date,  it  will  be  returned 
to  the  applicant  without  review. 

REVIEW  CONSIDERATIONS 

Applications  may  be  subjected  to  a triage  by  a peer  review  group  to  determine  their  scientific  merit  relative  to  the 
other  applications  received.  Applications  judged  to  be  competitive  will  be  further  evaluated  for  scientific/technical 
merit  by  a special  grants  review  committee  convened  by  the  NIDR  Scientific  Review  Office.  This  review  may  involve  an 
applicant  interview  or  a site  visit.  Secondary  review  will  be  by  the  National  Advisory  Dental  Research  Council. 

INQUIRIES 

Uritten  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  are  welcome. 

Direct  requests  for  the  RFA,  inquiries  regarding 
programmatic  issues,  and  address  the  letter  of  intent  to: 

Joseph  E.  Ciardi,  Ph.D. 

Caries,  Nutrition,  and  Fluoride  Program 
National  Institute  of  Dental  Research 
Westwood  Building,  Room  509 
Bethesda,  MD  20892 
Telephone:  (301)  594-7641 
FAX:  (301)  594-7616 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Theresa  Ringler 

Grants  Management  Office 

National  Institute  of  Dental  Research 

Westwood  Building,  Room  510 

Bethesda,  MD  20892 

Telephone:  (301)  594-7629 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.121.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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BREAST  CANCER  SURVEILLANCE  RESEARCH 


NIH  Guide.  Volume  22,  Number  16,  April  23,  1993 
RFA  AVAILABLE:  CA-93-013 


P.T. 


National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  May  13,  1993 
Meeting  of  Interested  Applicants:  May  26,  1993 
Application  Receipt  Date:  July  27,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Surveillance  Program  (SP)  of  the  Division  of  Cancer  Prevention  and  Control  (DCPC),  National  Cancer  Institute  (NCI), 
invites  applications  for  cooperative  agreements  from  domestic  institutions  to  design  and  conduct  breast  cancer 
surveillance  research.  New  applicants  and  applicants  currently  funded  under  SP  initiatives  are  invited  to  respond  to 
this  RFA  issued  to  examine  the  operational  aspects  of  breast  cancer  screening  practices  in  the  United  States.  Awardees 
are  to  conduct  analytic  research  designed  to  assess  the  effectiveness,  efficiency,  and  cost  of  screening  programs  as 
they  relate  to  the  reduction  of  breast  cancer  mortality.  This  may  include  studies  of  medical  decision  models  for  workup 
of  women  with  positive  screening  tests,  studies  of  utilization  of  emerging  new  technologies  in  breast  cancer  screening 
and  diagnosis,  and  studies  of  biological  differences  among  cancers  related  to  detection  methods.  This  initiative  also 
encourages  interdisciplinary  approaches  to  this  research  and  requires  linkage  to  data  from  quality  controlled 
population-based  tumor  registry  programs. 

Under  the  cooperative  agreement,  a partnership  will  exist  between  the  recipient  of  the  award  and  the  NCI,  with  assistance 
from  the  NCI  in  carrying  out  the  planned  activity.  An  assistance  mechanism  is  appropriate  for  this  initiative  because 
the  investigators  will  be  responsible  for  establishing  scientific  objectives  and  experimental  approaches.  Results  of 
the  studies  will  be  published  by  the  investigators,  and  the  data  generated  will  be  the  property  of  the  investigators 
and  is  not  intended  for  the  use  of  the  government.  NCI  program  staff  will  coordinate  and  facilitate  the  interactions 
of  the  Consortium  institutions  and  will  review  their  activities  for  continued  relevance  to  the  issues  addressed  in  the 
RFA.  The  intent  of  the  RFA  is  to  stimulate  collaborative  research  among  clinical  practice,  basic  research  in  breast 
cancer  screening,  and  population-based  cancer  registration.  These  collaborations  will  facilitate  adequate  sample  sizes 
for  outcome  measures. 

Each  applicant  may  submit  more  than  one  research  plan  within  a single  application,  and  each  research  plan,  depending 
upon  the  nature  of  the  proposed  study,  may  or  may  not  be  a collaborative  study.  However,  the  potential  for  extension 
to  a multi-institutional  setting  should  be  addressed. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Breast  Cancer  Surveillance 
Research,  is  related  to  the  priority  area  of  cancer  surveillance  and  data  systems.  This  information  (surveillance  and 
data  systems)  is  used  to  understand  the  health  status  of  the  population  and  to  plan,  implement,  describe  and  evaluate 
public  health  programs  that  control  and  prevent  adverse  health  events.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(Telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  units  of  State 
and  local  governments,  and  eligible  agencies  of  the  Federal  government.  Applications  from  minority  and  women 
investigators  are  encouraged.  Since  this  RFA  concerns  breast  cancer  surveillance  research  in  the  United  States,  a 
domestic  application  may  not  include  an  international  component.  New  applicants  and  those  with  currently  funded  programs 
are  eligible  as  described  below. 

It  is  essential  that  an  applicant  show  evidence  of  the  ability  to  access  and  organize  data  collection  from  at  least  three 
different  facilities  which  include:  mammography  facilities,  pathology  laboratories,  and  a quality-controlled, 
population-based  cancer  registry.  If  this  expertise  does  not  reside  within  one  institution  an  applicant  may  put  together 
a group  with  the  necessary  expertise,  that  may  involve  the  use  of  several  institutions  and/or  organizations.  Each 
applicant  must  have  access  to  a resource  unit  that  supports  research  data  management  and  statistical  analyses  locally. 

MECHANISM  FOR  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health  (NIH)  Cooperative  Agreement  mechanism  (U01). 
The  Cooperative  Agreement  is  an  assistance  mechanism  in  which  substantial  NCI  programmatic  involvement  with  the  recipient 
during  performance  of  the  planned  activity  is  anticipated  to  assist  awardees  in  the  planning,  direction,  and  execution 
of  the  proposed  project.  The  anticipated  average  amount  of  the  direct  cost  will  be  $233,000.  The  nature  of  NCI  staff 
involvement  is  described  in  the  RFA. 

The  total  project  period  for  applications  submitted  in  response  to  the  RFA  may  not  exceed  five  years.  Except  as 
otherwise  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service 
Grants  Policy  Statement,  DHHS  Publication  No.  (OASH)  90-50,000,  revised  October  1,  1990.  The  anticipated  date  of  award 
is  Apri l 1994. 
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This  RFA  is  a one-time  solicitation.  If  the  NCI  determines  that  there  is  a sufficient  continuing  program  need,  a request 
for  new  and  competitive  continuation  applications  will  be  announced. 

FUNDS  AVAILABLE 

Approximately  $5,242,000  in  total  costs  for  five  years  will  be  committed  to  fund  applications  that  are  submitted  in 
response  to  this  RFA.  It  is  anticipated  that  at  least  three  awards  will  be  made  to  applicants  who  successfully 
demonstrate  that  they  can  develop  a "multi-institutional  group"  with  the  ability  to  access  mammography  and  pathology 
facilities,  and  a cancer  registry.  Awards  will  be  made  to  applicants  who  demonstrate  their  ability  to  work  with  other 
awardees  in  the  formation  of  a Consortium  to  establish  a centralized  database  and  then  use  that  data  to  conduct 
scientifically  sound  breast  cancer  research.  First  year  costs  include  development  of  computer  systems  dedicated  to  this 
research,  if  needed.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NCI,  awards  pursuant  to  this 
RFA  are  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  objectives  of  this  RFA  are  to  foster  research  collaborations  and  interactions  among  basic  researchers,  clinical 
investigators,  and  applied  researchers  affiliated  with  quality- control  led  population-based  tumor  registries.  The  focus 
of  these  collaborations  is  to  advance  research  in  breast  cancer  screening  methods,  technology,  clinical  work-up  of  women 
with  abnormal  screening  tests,  and  differentials  in  the  biology  and  immunobiology  of  breast  cancers  in  relationship  to 
detection  methods. 

Specifically,  the  objectives  of  the  Breast  Cancer  Surveillance  Research  Project  are  to  conduct  analytic  research  on 
breast  cancer  screening  in  order  to  assess  the  operation  (including  cost)  of  screening  programs  and  policies  in  the  U.S., 
and  associated  decision  models  for  workup  of  women  with  positive  screening  tests.  The  research  must  be  amenable  to 
extending  implementation  in  a multi-group  setting  using  comparable  data.  Secondary  objectives  extend  the  operational 
focus  of  breast  cancer  screening  programs  to  incorporate  basic  and  clinical  research  on  emerging  technologies  in  breast 
cancer  detection  and  on  biological  differences  of  tumors  associated  with  detection  modality. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

(Note:  Since  this  RFA  addresses  female  breast  cancer  research,  the  following  statements  deal  only  with  minorities  in 
clinical  research  studies.) 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
minorities  in  study  populations.  If  minorities  are  not  included  in  the  study  populations  for  clinical  studies,  a 
specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not  be  accepted 
for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  May  13,  1993,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NCI  staff 
to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Brenda  Edwards  at  the  address  listed  under  INQUIRIES. 

Meeting  of  Interested  Applicants  for  RFA 

A meeting  will  be  held  in  Bethesda,  Maryland,  on  Wednesday,  May  26,  1993,  for  the  purpose  of  responding  to  questions 
from  interested  applicants.  The  meeting  will  be  announced  through  direct  mailing  of  cancer  center  directors,  current 
grantee  and  contractors  conducting  research  in  breast  screening  and  in  cancer  registration,  and  to  the  American  College 
of  Radiology.  All  other  interested  applicants  may  contact  the  NCI  Program  Director  listed  under  INQUIRIES  for  details 
regarding  arrangements  for  this  RFA  preapplication  meeting.  All  costs  incurred  by  those  attending  will  be  the 
responsibility  of  the  attendee  and  can  not  be  recovered  by  budget  requests  in  the  application. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91,)  is  to  be  used  in  applying  for  these  cooperative  agreements. 
These  forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
(301)  594-7248;  and  from  the  NCI  program  administrator  listed  under  INQUIRIES.  Applications  must  be  received  by  July 
27,  1993. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  for  completeness  by  the  Division  of  Research  Grants  (DRG)  and  by  the  NCI 
for  responsiveness.  Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration. 
Applications  may  be  triaged  by  an  NCI  peer  review  group  on  the  basis  of  relative  competitiveness.  The  NCI  will  remove 
from  further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant  Principal 
Investigator  and  institutional  official.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  in 
accordance  with  the  criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened 
by  the  Division  of  Extramural  Activities,  NCI.  The  second  level  of  review  will  be  provided  by  the  National  Cancer 
Advisory  Board. 
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AWARD  CRITERIA 


The  anticipated  date  of  award  is  April  1994.  In  addition  to  the  technical  merit  of  the  application,  NCI  will  consider 
how  well  the  proposed  research  meets  the  goals  and  objectives  of  the  program  as  described  in  the  RFA,  as  well  as  the 
level  of  total  costs  requested.  Strong  consideration  will  be  given  to  the  potential  of  having  geographical  and  racial 
representation  in  the  study  population  within  the  Consortium. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

Brenda  K.  Edwards,  Ph.D. 

Surveillance  Program 
National  Cancer  Institute 
Executive  Plaza  North,  Room  343 
Bethesda,  MD  20892 
Telephone:  (301)  496-8506 
FAX:  (301)  402-0816 

Direct  inquiries  regarding  fiscal  matters  to: 

Marie  N.  Moyer 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Suite  243 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  ext.  25 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93,399.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74;  DHHS  grant 
regulations  at  45  CFR  part  92.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 

INVESTIGATOR- INITIATED  INTERACTIVE  RESEARCH  PROJECT  GRANTS 

NIH  Guide.  Volume  22,  Number  16,  April  23,  1993 
PA  NUMBER:  PA-93-078 


P.T . 


National 

National 

National 

National 

National 

National 

National 

National 

National 

National 

National 

National 

National 

National 


Institute  on  Alcohol  Abuse  and  Alcoholism 
Institute  on  Aging 

Institute  of  Allergy  and  Infectious  Diseases 

Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Cancer  Institute 

Institute  of  Child  Health  and  Human  Development 
Institute  of  Dental  Research 

Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Institute  on  Drug  Abuse 

Institute  of  Environmental  Health  Sciences 

Library  of  Medicine 

Institute  of  Mental  Health 

Center  for  Nursing  Research 

Center  for  Research  Resources 


Application  Receipt  Dates:  February  15,  June  15,  October  15 
PURPOSE 

Certain  questions  in  biomedical  and  behavioral  research  require  research  efforts  that  extend  beyond  the  level  practicable 
in  a single  project  or  require  a variety  of  technical  approaches  beyond  the  means  of  a single  investigator.  There  may 
be  areas  of  investigation  that  are  underrepresented  in  individual  research  project  (R01)  and  First  Independent  Research 
Support  and  Transition  (FIRST)  (R29)  applications  because  of  the  lack  of  available  collaborative  effort  on  a local  level. 
Further,  the  perceived  merit  of  individual  projects  may  be  diminished  by  the  lack  of  a comprehensive,  interdisciplinary 
approach  or  by  limitations  in  resident  technical  expertise. 

The  National  Institutes  of  Health  (NIH)  has  used  many  ways  to  encourage  strong  collaboration  among  research  scientists. 
These  have  ranged  from  specific  interaction  of  the  Federal  government  with  academia/ industry  through  contract  or 
cooperative  agreement  solicitation  to  Requests  for  Applications  (RFAs)  that  solicit  research  applications  involving 
various  forms  of  cooperation  among  applicants.  This  Program  Announcement  provides  for  a new  kind  of  formal  interaction, 
based  on  the  initiative  of  applicants,  to  enhance  existing  interactions  with  colleagues  or  to  develop  new  collaborative 
relationships. 
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The  Interactive  Research  Project  Grant  (IRPG)  program  encourages  the  coordinated  submission  of  related  research  project 
grant  (R01)  and,  to  a limited  extent,  FIRST  award  (R29)  applications  from  investigators  who  wish  to  collaborate  on 
research,  but  do  not  require  extensive  shared  physical  resources.  These  applications  must  share  a common  theme  and 
describe  the  objectives  and  scientific  importance  of  the  interchange  of,  e.g.,  ideas,  data,  and  materials,  among  the 
collaborating  investigators.  A minimum  of  two  independent  investigators  with  related  research  objectives  are  encouraged 
to  submit  concurrent,  collaborative,  cross-referenced  individual  R01  or  R29  applications.  Applicants  may  be  from  one 
or  several  institutions.  Applications  will  be  reviewed  independently  for  scientific  merit.  Applications  judged  to  have 
significant  and  substantial  merit  will  be  considered  for  funding  both  as  independent  awards  and  in  the  context  of  the 
proposed  IRPG  collaboration. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Foreign  institutions,  however,  are  not  eligible  for  the  R29  award.  Applications  may  be  submitted 
from  one  institution  or  may  include  arrangements  with  several  institutions  if  appropriate.  Applications  from  or 
involving  minority  institutions,  individuals,  and  women  are  encouraged. 

Applicants  for  IRPGs  may  not  concurrently  submit  additional  R01  or  R29  applications  (either  investigator-initiated  or 
in  response  to  a Request  for  Applications)  that  represent  significant  duplication  of  the  efforts  described  in  the  IRPG. 
Concurrent  submission  of  program  project  (POD  or  cooperative  agreement  (UOD  applications  that  request  support  for 
essentially  similar  work  is  also  prohibited. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  by  the  traditional  research  project  (ROD  grant  and  the  FIRST  (R29)  award.  The  IRPG 
must  consist  of  a minimum  of  two  independent  applications.  An  IRPG  package  may  consist  of  a combination  of  ROIs  and 
R29s,  or  ROIs  only,  but  may  not  consist  solely  of  R29  applications.  Applications  for  both  new  (Type  D and  competing 
renewal  (Type  2)  awards  may  be  submitted  as  IRPGs. 

Occasionally,  Institutes  and  Centers  (ICs)  within  NIH  may  issue  additional  Program  Announcements  on  topics  that  include 
the  IRPG  as  a mechanism  of  response.  The  RFA  may  also  be  used,  in  limited  circumstances,  to  solicit  applications  for 
IRPGs  in  a discrete  scientific  area.  Although  the  level  of  interaction  for  IRPGs  between  or  among  applicants  in  these 
solicitations  will  conform  to  those  outlined  here  for  the  investigator- ini tiated  IRPG,  there  may  be  minor  differences 
outlined  in  the  RFA.  For  example,  all  RFA  solicitations  will  specify  a single  receipt  date  that  will  be  different  from 
those  listed  in  this  announcement. 

All  Public  Health  Service  (PHS)  and  NIH  grants  policies  will  apply  to  applications  received  in  response  to  this 
announcement. 

This  announcement  supersedes  any  previous  announcement  regarding  IRPGs.  Future  IRPG  applications  must  follow  the 
instructions  presented  in  this  announcement. 

RESEARCH  OBJECTIVES 

The  NIH  encourages  qualified  independent  investigators  to  develop  and  submit  coordinated  R01  and  R29  applications  that 
address  any  research  area  supported  by  the  Institutes  and  Centers  listed  above.  Applications  submitted  as  part  of  an 
IRPG  package  must  be  tightly  focused,  and  the  interactions  and  benefits  of  the  proposed  linkages  must  be  made  explicit. 
The  IRPG  mechanism  could  be  used  constructively  to  support  collaborative  efforts  designed  to  accelerate  the  development 
of  fundamental  knowledge  and/or  enhance  the  clinical  application  of  that  knowledge.  The  IRPG  mechanism  may  fit  well 
with  clinical  applications  that  propose  limited,  testable  research  questions  or  focused  therapeutic  and  related 
correlative  laboratory  studies.  However,  the  IRPG  mechanism  is  not  appropriate  for  large  epidemiologic  studies  or  for 
multi-institutional  clinical  trials  using  common  protocols. 

Historically,  the  NIH  has  relied  on  multi -component  awards,  such  as  program  projects  (POD,  center  grants  (P30,  P50), 
and  cooperative  agreements  (UOD  to  encourage  multidisciplinary  collaboration  in  areas  requiring  integration  and  central 
direction  of  basic  and  clinical  research  components.  In  general,  such  awards  include  the  provision  of  extensive  core 
facilities/resources  and  appointment  of  a program  director  to  manage  the  overall  effort. 

However,  for  many  research  areas  it  may  be  appropriate  to  consider  an  intermediate  level  of  collaboration  that  is  beyond 
that  practicable  for  single  projects.  For  such  scientifically  originated  collaborative  efforts,  the  exchanges  of  data, 
materials,  and  ideas,  rather  than  shared  extensive  physical  resources  or  central  oversight,  are  the  primary  requirement. 
The  concept  of  the  IRPG  put  forth  in  this  announcement  is  meant  to  address  and  facilitate  this  class  of  research 
activity. 

The  IRPG  offers  a means  of  promoting  collaborative  efforts  between  or  among  projects  with  a common  theme,  while  providing 
a record  of  independently  acquired  awards  credited  to  each  individually  funded  investigator  and  allowing  retention  of 
research  autonomy  by  the  named  Principal  Investigator  (PI).  Each  grantee  will  have  the  ability  to  submit  on  his/her 
behalf  competing  supplements  as  appropriate  to  incorporate  promising  new  directions  of  research  as  they  evolve.  The 
freedom  to  establish  collaborations  on  an  equal  footing  at  separate  sites  (including  foreign  locations)  and  the 
transferability  of  awards  made  to  individual  investigators  are  other  benefits. 

R01  grantees  (and  R29  awardees)  previously  unable  or  unwilling  to  join  in  POIs  may  wish  to  participate  in  an  IRPG.  One 
reason  given  by  some  grantees  for  reluctance  to  participate  in  POIs  is  the  potential  loss  of  autonomy.  Such  concerns 
are  not  pertinent  with  the  IRPG  because  each  investigator  retains  autonomy  over  his/her  project.  At  the  same  time,  each 
investigator  may  benefit  because  the  IRPG  mechanism  establishes  a larger  framework  of  reference  for  the  proposed  work 
and  facilitates  formal  collaborations  tailored  to  achieving  investigator-initiated  research  objectives. 

If  there  is  a question  about  the  appropriateness  of  a set  of  applications  for  the  IRPG  mechanism,  applicants  are 
encouraged  to  discuss  the  issues  with  NIH  staff  contacts  listed  at  the  end  of  the  announcement. 
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STUDY  POPULATIONS 


If  human  subjects  are  involved,  each  component  application  must  address  these  issues. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder,  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders,  and  conditions  that  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  in  the  Research  Plan 
Sections  1-4  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess  carefully  the  feasibility  of 
including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible 
or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array  of  United  States  racial/ethnic 
minority  populations  (i.e..  Native  Americans  [including  American  Indians  or  Alaskan  Natives],  Asian/Pacific  Islanders, 
African  Americans,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders,  or  conditions. 

The  usual  NIH  policies  concerning  research  on  hunan  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  the  priority  score  assigned  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91).  These  forms  are  available  at  most 
institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants, 
National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892;  telephone  (301)  594-7248. 

Each  application  must  be  identified  by  checking  "yes"  on  line  2a  of  the  PHS  398  face  page,  citing  this  announcement, 
PA-93-078,  and  including  the  phrase  "investigator-initiated  IRPG." 

All  requirements  with  regard  to  type  size,  page  limitations,  appendix  material,  etc.  must  be  followed  or  applications 
will  be  returned  without  review.  FIRST  applications  (new  and  revised)  must  be  accompanied  by  three  letters  of  reference; 
FIRST  applications  without  these  letters  will  be  considered  incomplete  and  returned  without  review. 

The  receipt  dates  for  IRPG  applications,  whether  new  (Type  1),  competing  renewal  (Type  2),  or  revised  applications,  are 
February  15,  June  15,  and  October  15  of  each  year.  For  each  component  IRPG,  a signed,  typewritten  original,  five  exact 
single-sided  copies,  and  five  sets  of  appendix  material  must  be  submitted.  Each  application  must  be  complete  in  itself, 
with  all  necessary  approvals,  budgets,  and  signatures  from  the  appropriate  officials  of  the  applicant  institution. 

All  R01  or  R29  applications  constituting  the  proposed  IRPG  cohort  must  be  submitted  in  a single  package,  whether  or  not 
the  applications  arise  from  the  same  institution.  Each  application  within  the  package  must  be  clearly  identified  and 
a cover  letter  must  list  the  total  number  of  applications  submitted  for  the  IRPG  cohort,  indicating  the  Principal 
Investigator  of  each.  The  various  applications  should  not  be  collated  into  an  IRPG  "package."  For  each  application, 
the  original,  five  copies,  and  the  appendix  material  must  be  packaged  together  and  clearly  identified.  Failure  to  follow 
the  instructions  regarding  submission  date  and  packaging  may  lead  to  a delay  in  review. 

The  IRPG  package  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Any  questions  regarding  the  format  for  submission  of  an  IRPG  package  may  be  directed  to  the  Referral  Office,  Division 
of  Research  Grants,  Westwood  Building,  Room  248,  telephone  (301)  594-7250. 
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Special  Instructions 


Particular  attention  must  be  paid  to  completion  of  Section  7,  Consultants  and  Collaborators,  for  each  IRPG  application. 
In  addition  to  those  collaborations  that  would  be  necessary  to  carry  out  the  proposed  research,  whether  or  not  the  IRPG 
mechanism  is  involved,  within  Section  7,  each  application  that  is  a component  IRPG  must  provide  an  identical  statement 
(titled  "IRPG  INTERACTIONS")  regarding  the  IRPG  collaboration.  This  section  should  list  each  application  that  is  part 
of  the  IRPG,  including  title.  Principal  Investigator,  and  other  participating  scientists.  The  single  Program 
Coordinator,  responsible  for  coordinating  the  collaborative  efforts  among  the  research  projects  and  for  promoting 
interaction  and  communication  among  the  Principal  Investigators,  should  be  identified  here.  This  section  should  further 
discuss  the  intended  interactions  among  the  components  of  the  IRPG  and  the  perceived  benefits  of  supporting  all  of  the 
components  of  the  IRPG  as  a combined  effort. 

Requests  for  limited  shared  resources,  if  any,  should  be  included  in  this  part  of  Section  7.  This  should  include  costs 
and  full  budget  justification.  To  further  clarify  the  utilization  of  shared  resources,  additional  succinct  information 
is  needed  and  it  is  suggested  that  two  tables  be  included.  Table  I would  be  identical  in  all  applications  of  the  IRPG 
cohort;  it  will  specify  the  percent  utilization  and  dollar  amount  requested  of  each  interactive  resource  by  each  IRPG 
in  the  proposed  cohort.  Table  II  will  detail  the  distribution  of  effort  for  all  of  that  application's  personnel 
(professional,  technical  and  clerical)  on  all  shared  activities  and/or  resources.  (A  sample  format  may  be  obtained  from 
the  IC  contacts  listed  at  the  end  of  this  announcement.)  The  utilization  of  these  resources  by  each  IRPG  will  be 
evaluated  independently  by  the  study  section  and  any  appropriate  modifications  recommended. 

REVIEW  PROCEDURES 

Upon  receipt,  applications  and  supporting  material  will  be  examined  by  the  Division  of  Research  Grants  for  completeness. 
Incomplete  applications  will  be  returned  without  further  consideration. 

Appl  ications  will  be  reviewed  independently  for  scientific  and  technical  merit  by  initial  review  groups  (IRGs)  according 
to  standard  NIH  review  procedures.  Most  often  these  reviews  will  be  conducted  in  Study  Sections  of  the  Division  of 
Research  Grants.  Following  scientific  and  technical  merit  review,  applications  will  receive  a second  level  review  by 
the  appropriate  national  advisory  counci l(s). 

Both  IRG  (study  section)  and  Institute/Center  assignment  will  be  governed  by  established  PHS  referral  guidelines. 
Therefore,  depending  on  the  subject  matter  of  each  IRPG,  it  is  possible  that  the  component  applications  will  be  assigned 
to  different  study  sections  for  initial  review  and  to  different  Institutes/Centers  for  funding  consideration.  This 
reemphasizes  the  need  for  each  application  to  be  complete  within  itself  and  for  all  IRPGs  to  have  identical  statements 
regarding  the  special  interactions  of  the  IRPG. 

The  initial  review  for  scientific  and  technical  merit  will  focus  on  each  application  independently.  Reviewers  will  read 
Section  7 and  will  assess  the  intended  collaborations  just  as  they  do  the  proposed  collaborative  arrangements  in  any 
other  application.  As  appropriate,  the  effectiveness  and  merit  of  the  collaborations  may  contribute  to  the  overall 
assessment  of  each  application.  In  addition,  budget  recommendations  related  to  the  appropriateness  of  collaborative 
arrangements  and  core  utilization  will  be  assessed  for  each  application. 

Further  consideration  of  these  special  interactions  will  be  given  by  the  appropriate  advisory  council  or  board  and 
Institute/Center  staff. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications  found  to  have  significant  and  substantial 
merit.  The  following  will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o The  interactive  nature  of  the  program  and  of  the  component  IRPGs 
o Availability  of  funds 
o Program  balance  among  research  areas 

Each  Institute/Center  will  have  the  opportunity  to  fund  some  or  all  of  the  component  IRPGs  assigned  to  it.  If  the 
components  are  assigned  to  more  than  one  Institute/Center,  co-funding  may  be  considered.  If  some  component  IRPGs  are 
considered  not  supportable,  the  collaborative  plans  may  need  to  be  changed.  If  an  Institute/Center  chooses  to  fund  an 
entire  IRPG  package,  a review  of  the  collaborative  plans  in  toto  will  be  conducted  by  an  appropriate  advisory  council. 

INQUIRIES 

Contact  any  of  the  following  individuals  for  further  information: 

Dr.  Kenneth  Warren 

Director,  Office  of  Scientific  Affairs 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Telephone:  (301)  443-4375 

Dr.  Miriam  Kelty 

Associate  Director,  Extramural  Affairs 
National  Institute  on  Aging 
Telephone:  (301)  496-9322 

Mr.  Allan  Czarra 

Director,  Office  of  Program  Coordination  and  Operations 
National  Institute  of  Allergy  and  Infectious  Diseases 
Telephone:  (301)  402-0160 
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Dr.  Michael  Lockshin 
Director,  Extramural  Program 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Telephone:  (301)  496-0802 

Dr.  Marvin  Kalt 

Deputy  Director,  Division  of  Extramural  Activities 
National  Cancer  Institute 
Telephone:  (301)  496-4218 

Ms.  Hildegard  Topper 

Special  Assistant  to  the  Deputy  Director 
National  Institute  of  Child  Health  and  Human  Development 
Telephone:  (301)  496-0104 

Dr.  Norman  Braveman 

Assistant  Director  for  Program  Development 
National  Institute  of  Dental  Research 
Telephone:  (301)  594-7648 

Dr.  Walter  Stolz 

Director,  Division  of  Extramural  Activities 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Telephone:  (301)  594-7277 

Ms.  Eleanor  Friedenberg 

Director,  Office  of  Extramural  Program  Review 
National  Institute  on  Drug  Abuse 
Telephone:  (301)  443-2755 

Dr.  Thor  Fjellstedt 

Deputy  Director,  Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
Telephone:  (919)  541-0131 

Dr.  Mi Iton  Corn 

Acting  Associate  Director,  Division  of  Extramural  Programs 
National  Library  of  Medicine 
Telephone:  (301)  496-4621 

Dr.  Anthony  Poll i tt 

Associate  Director  for  Extramural  Policy 
National  Institute  of  Mental  Health 
Telephone:  (301)  443-4673 

Dr.  Mary  Lucas 

Acting  Director,  Division  of  Extramural  Programs 
National  Center  for  Nursing  Research 
Telephone:  (301)  594-3290 

Dr.  Louise  Ramm 

Director,  Biological  Models  and  Materials  Research  Program 
National  Center  for  Research  Resources 
Telephone:  (301)  594-0630 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No  93.3  . Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbaid  Avenue 
Bethesda,  MD  20816 
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National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  continuing  to  sponsor  a series 
of  workshops  on  responsibilities  of  researchers,  Institutional  Review  Boards  (IRBs),  and  institutional  officials  for 
the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest  in  research  involving 
human  persons  and  those  currently  serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these 
workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The  current  schedule  includes: 
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NORTHWESTERN  WORKSHOP 


DATES:  May  19,  20,  21,  1993 
LOCATION 

Sheraton  Hotel,  Anchorage,  AK 
SPONSORS 

University  of  Alaska  - Anchorage,  Anchorage,  AK 
Northwest  Indian  College,  Bellingham,  WA 
Indian  Health  Services,  Tucson,  AZ 

REGISTRATION 
Ms.  Ann  Howell 

Coordinator  of  Conferences  and  Institutes 
University  of  Alaska  - Anchorage 
2221  East  Northern  Lights,  Suite  205 
Anchorage,  AK  99508 
Telephone:  (907)  278-8821 

TITLE:  Basic  Training  Session  - Research  Benefits  and  Risks  to  Individuals  and  Communities:  Legal  and  Ethical 

Perspectives 

DESCRIPTION:  This  conference  will  explore  the  legal  and  ethical  perspectives  of  social  and  biomedical  research. 

Protecting  the  individual  rights  of  human  research  subjects  is  of  prime  concern,  but  so  is  protecting  the  rights  of 
communities  of  individuals.  This  is  especially  true  for  indigenous  peoples.  The  conference  is  designed  to  be  of 
interest  to  social  and  biomedical  researchers,  IRB  members,  students,  agency  personnel,  indigenous  peoples,  and  others 
interested  in  the  rights  of  individuals  and  communities.  Opportunities  for  informal  discussion  and  exchange  will 
supplement  the  panel  and  breakout  group  format.  Reports  from  the  simultaneous  group  sessions  will  be  made. 

Participants  will  learn  how  regulations  and  community  participation  can  protect  human  subjects  in  research,  explore  the 
notion  of  protecting  communities  from  research  risks,  examine  the  inpact  of  recent  court  rulings  on  research  risks, 
interact  with  others  interested  in  research  risk  issues,  and  make  recommendations  to  agency  and  other  personnel. 

EASTERN  WORKSHOP 

DATES:  June  28  - 29,  1993 

LOCATION 
Washington,  DC 

SPONSORS 

Georgetown  University,  Washington,  DC 
Howard  University,  Washington,  DC 

REGISTRATION 
Ms.  Hatti  Johnson 
Continuing  Medical  Education 
Georgetown  University 
4000  Reservoir  Road,  NW 
Building  D,  2nd  Floor 
Washington,  DC  20007 
Telephone:  (202)  687-8735 

TITLE:  Inclusion  of  Women  and  Minorities  in  Clinical  Research 

DESCRIPTION:  The  goal  of  the  conference  is  to  bring  together  experts  from  the  legislative,  research,  regulatory, 
pharmaceutical,  and  medical  arenas  to  discuss  and  update  the  issues  of  the  inclusion  of  women  and  minorities  in  clinical 
trials.  Each  day  there  will  be  a variety  of  speakers  from  the  legislative,  regulatory,  pharmaceutical,  research,  and 
medical  arenas  to  provide  their  different  perspectives  on  the  issues.  At  the  end  of  the  lectures  there  will  be  panel 
discussions  to  review  and  propose  new  plans  for  the  future  of  women  and  minorities  in  clinical  trials. 

INQUIRIES 

For  information  regarding  these  workshops  and  future  NIH/FDA  National  Human  Subjects  Protection  Workshops,  contact: 

Ms.  Darlene  Marie  Ross 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 
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NATIONAL  ANIMAL  WELFARE  EDUCATION  WORKSHOPS 
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P.T.  42;  K.W.  0783005 
National  Institutes  of  Health 

The  Office  for  Protection  from  Research  Risks  (OPRR),  National  Institutes  of  Health  (NIH),  is  continuing  to  sponsor 
workshops  on  implementing  the  Public  Health  Service  Policy  on  Humane  Care  and  Use  of  Laboratory  Animals.  Each  of  the 
workshops  scheduled  for  FY  1993  will  focus  on  a specific  theme. 

The  workshops  are  open  to  institutional  administrators,  members  of  Institutional  Animal  Care  and  Use  Committees, 
laboratory  animal  veterinarians,  investigators,  and  other  institutional  staff  who  have  responsibility  for  high-quality 
management  of  sound  institutional  animal  care  and  use  programs.  Ample  opportunities  will  be  provided  to  exchange  ideas 
and  interests  through  question  and  answer  sessions  and  informal  discussions. 

NORTHEASTERN  WORKSHOP 

DATES:  June  21-22,  1993 

LOCATION 

The  Warwick  Hotel 

1701  Locust  Street 

Philadelphia,  PA  19103-6179 

Telephone:  1-800-523-4210  or  (215)  735-6000 

FAX:  (215)  790-7766 

SPONSORS 

Hahnemann  University  - Drexel  University 

REGISTRATION 

Ms.  Eleanore  Hersh 

Director  of  Continuing  Education 

Hahnemann  University 

Broad  and  Vine  - Mail  Stop  623 

Philadelphia,  PA  19102-1192 

Telephone:  (215)  762-8263 

FAX:  (215)  762-8848 

Dr.  Kenneth  Geller 

Assistant  Vice  President  for  Research  and  Technology  Management 

Office  of  Sponsored  Projects 

Drexel  University  - Building  1-102 

Philadelphia,  PA  19104 

Telephone:  (215)  895-2499 

FAX:  (215)  895-1619 

TOPIC:  ETHICAL  ISSUES  OF  ANIMAL  USE  IN  ACADEME  AND  INDUSTRY 
o Investigator  Training 
o Animal  Use  in  Teaching 
o Assessment  of  Morbidity  and  Endpoints 
o Allegations  of  Noncompliance 

SOUTHWESTERN  REGION 

DATES:  September  27-28,  1993 

LOCATION 

Oklahoma  City  Hilton  Northwest 
2945  N.W.  Expressway 
Oklahoma  City,  OK  73112 
Telephone:  1-800-445-8667 
FAX:  (405)  842-4328 

SPONSOR 

University  of  Oklahoma  Health  Sciences  Center 
REGISTRATION 

Ms.  Marilyn  Perry,  Assistant  to  Director  for  Compliance 
Division  of  Animal  Resources 
BMSB,  Room  203 

University  of  Oklahoma  Health  Sciences  Center 
Oklahoma  City,  OK  73190 
Telephone:  (405)  271-5185 
FAX:  (405)  271-3032 

TOPIC:  THE  PRESENT  AND  FUTURE  USE  OF  FARM  ANIMALS  IN  RESEARCH  AND  EDUCATION 

DESCRIPTION:  The  National  Institutes  of  Health  (NIH),  Office  for  Protection  from  Research  Risks  (OPRR),  is  continuing 
to  sponsor  workshops  on  implementing  the  Public  Health  Service  Policy  on  Humane  Care  and  Use  of  Laboratory  Animals. 
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Each  of  the  workshops  scheduled  for  FY  1993  will  focus  on  a specific  theme. 

The  workshops  are  open  to  institutional  administrators,  members  of  Institutional  Animal  Care  and  Use  Committees, 
laboratory  animal  veterinarians,  investigators  and  other  institutional  staff  who  have  responsibility  for  high-quality 
management  of  sound  institutional  animal  care  and  use  programs.  Ample  opportunities  will  be  provided  to  exchange  ideas 
and  interests,  through  question  and  answer  sessions  and  informal  discussions. 

For  information  concerning  this  workshop  and  future  NIH/OPRR  Animal  Welfare  Education  workshops,  contact: 

Mrs.  Roberta  Sonneborn 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-7163 

FAX:  (301)  402-2803 

RESTORATION  OF  DELETED  FUNDS 

NIH  Guide.  Volume  22,  Number  17,  April  30,  1993 

P.T.  34;  K.W.  1014006 

Division  of  Research  Grants 

Some  grant  applications  have  been  received,  either  as  research  project  grant  applications  or  as  supplemental  grant 
applications,  that  request  restoration  of  funds  that  were  administratively  deleted  by  the  funding  component.  It  should 
be  noted  that,  in  general,  these  applications  will  not  be  accepted  for  review  unless  they  have  been  substantially  changed 
from  the  original  submission.  For  example,  if  a specific  aim  has  been  deleted  in  the  original  funded  application,  a 
research  project  grant  application  seeking  funds  to  restore  that  specific  aim  MUST  show  substantive  expansion  and/or 
changes  in  order  to  be  considered  for  review. 

Questions  or  comments  may  be  directed  to  Dr.  Samuel  Joseloff  at  301/594-7248. 

THE  NATIONAL  DISEASE  RESEARCH  INTERCHANGE 
NIH  GUIDE.  Volume  22,  Number  17,  April  30,  1993 
P.T.  34;  K.W.  0780005,  0780025,  0780020 
National  Center  for  Research  Resources 

The  National  Disease  Research  Interchange  (NDRI)  is  a center  for  the  procurement,  preservation  and  distribution  of  normal 
and  diseased  human  tissues  and  organs  available  for  biomedical  researchers.  NDRI  currently  provides  165  different  types 
of  human  tissue  procured  from  autopsies,  eye  banks,  surgical  procedures,  and  organ  retrieval  programs.  NDRI  tailors 
the  procurement  and  preservation  of  human  tissue  to  the  individual  researcher's  scientific  protocol.  Donor  information 
accompanies  all  distributed  tissue  samples.  To  obtain  human  tissue  for  research,  investigators  must  submit  a formal 
brief  application  for  specific  types  of  tissue.  The  requests  are  reviewed  by  a committee  of  advisors  for  scientific 
merit  and  feasibility.  Once  approved,  a procurement  proposal  is  developed  with  the  investigator  for  each  specific 
tissue,  outlining  the  constraints  with  regard  to  donor  criteria,  tissue  size,  processing  needs,  and  time/delivery 
limitations.  Investigators  may  request  to  have  tissue  delivered  fresh  with  or  without  tissue  culture  media,  fixed,  or 
frozen.  A modest  service  fee  for  the  retrieval,  preservation,  and  delivery  of  tissue  is  paid  by  the  investigator. 

NDRI  is  supported  by  a cooperative  agreement  award  from  the  Biological  Models  and  Materials  Research  Program,  National 
Center  for  Research  Resources,  NIH. 

Direct  requests  for  applications  and  resource  inquiries  to: 

The  National  Disease  Research  Interchange 
2401  Walnut  Street,  Suite  408 
Philadelphia,  PA  19103 

Telephone:  (800)  222-NDRI  or  (215)  557-7361 

WOMEN  IN  NHLBI  RESEARCH  TRAINING  AND  CAREER  DEVELOPMENT  PROGRAMS 

NIH  GUIDE.  Volume  22,  Number  17,  April  30,  1993 
P.T.  34,  II;  K.W.  1014006,  0720005,  0710030 
The  National  Heart,  Lung,  and  Blood  Institute 

Although  the  number  of  women  in  science  has  increased  over  the  years,  women  have  yet  to  attain  parity  with  their  male 
colleagues  in  the  numbers  trained  in  research  or  in  positions  of  scientific  leadership.  The  National  Heart,  Lung,  and 
Blood  Institute  (NHLBI)  is  strongly  committed  to  increasing  the  number  of  women  represented  in  its  research  training 
and  career  development  programs  in  cardiovascular,  lung,  and  blood  diseases.  To  accomplish  this  goal,  women  are 
encouraged  to  apply  for  research  training,  individual  fellowships,  and  career  development  grants  and  to  serve  as  training 
faculty,  sponsors,  and  mentors  on  training,  fellowship,  and  career  development  grant  applications.  The  NHLBI  encourages 
deans,  department  chairpersons,  grantees,  training  directors,  and  other  individuals  interested  in  cardiovascular,  lung, 
and  blood  research  to  consider  creative  ways  by  which  women  may  be  recruited,  retained,  and  supported  in  these  research 
areas. 
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The  NHLBI  urges  the  scientific  community  to  promote  the  recruitment  and  inclusion  of  women  in  its  biomedical  research 
training  and  career  development  programs  in  the  following  ways: 

Institutional  National  Research  Service  Award  (NRSA)  Training  Grants 

o Recruitment  of  women  trainees, 
o Inclusion  of  women  as  training  faculty, 
o Submission  of  applications  from  women. 

Individual  National  Research  Service  Award  Fellowships 

o Inclusion  of  women  as  sponsors  of  applications, 
o Submission  of  applications  from  women. 

Career  Development  Awards 

o Inclusion  of  women  as  mentors  on  Clinical  Investigator  Development  Award  applications. 

o Submission  of  career  award  applications  from  women,  including  the  Clinical  Investigator  Development  Award, 

the  Research  Career  Development  Award,  and  the  Academic  Awards. 

The  objectives,  mechanisms  of  support,  and  application  procedures  for  these  programs  have  been  published  previously  and 
are  available  from  the  NHLBI  staff  listed  below.  The  most  important  factor  in  making  funding  decisions  is  the  initial 
review  group's  assessment  of  the  scientific  and  technical  merit  of  an  application.  However,  the  NHLBI  and  its  National 
Advisory  Council  also  consider  other  factors  such  as  programmatic  needs  and  balance.  The  need  for  more  women  in  our 
training  and  career  development  programs  as  Principal  Investigators  and  as  faculty,  sponsors,  and  mentors  will  be  another 
factor  that  will  enter  into  future  funding  decisions. 

INQUIRIES 

Inquiries  concerning  this  policy  can  be  directed  to  the  respective  NHLBI  Division  staff  below: 

John  Fakunding,  Ph.D. 

Division  of  Heart  and  Vascular  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  3C01 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-1724 

FAX:  (301)  402-2043 

Mary  Rei l ly,  M.S. 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  640 

Bethesda,  MD  20892 

Telephone:  (301)  594-7466 

FAX:  (301)  594-7487 

Fann  Harding,  Ph.D. 

Division  on  Blood  Diseases  and  Resources 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  5A08 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-1817 

FAX:  (301)  496-9940 

N1H  REGIONAL  SEMINAR  IN  GRANTS  ADMINISTRATION 

N1H  Guide.  Volume  22,  Number  17,  April  30,  1993 
P.T.  42;  K.W.  1014006 
National  Institutes  of  Health 

A regional  conference  covering  topics  related  to  grants  administration  at  the  National  Institutes  of  Health  (NIH)  has 
been  scheduled  for  Monday  and  Tuesday,  June  28-29,  1993,  at  the  Sheraton  Hotel  in  Augusta,  Georgia. 

The  seminar,  hosted  by  the  Medical  College  of  Georgia,  is  located  to  attract  research  administrators  from  the  southern 
region  of  the  United  States  --  Alabama,  Arkansas,  Florida,  Georgia,  Kentucky,  Louisiana,  Mississippi,  North  Carolina, 
Oklahoma,  South  Carolina,  Tennessee,  Texas,  Virginia,  and  West  Virginia.  Those  interested  from  other  states  are  also 
invited.  In  addition,  staff  from  small  and  minori ty  col  leges,  for-profit  research  organizations,  hospitals,  universities 
and  medical  centers  are  encouraged  to  attend. 

This  two-day  conference  will  be  of  interest  to  both  new  and  senior  grant  administrators  and  Principal  Investigators. 
Discussions  of  current  issues  that  affect  NIH  funding  and  grant  administration  will  be  included  to  give  conference 
participants  a comprehensive,  up-to-date  view  of  NIH-sponsored  research.  Topics  for  discussion  will  include  the 
fundamentals  of  conducting  business  with  NIH  (application  preparation,  peer  review,  budget  analysis,  and  award 
determination)  and  contemporary  topics  (strategic  and  financial  management  plans,  indirect  costs,  and  effective 
administration  between  NIH  and  recipients).  The  format  for  this  conference  will  include  case  studies,  group  discussions, 
and  formal  presentations.  Time  will  be  available  for  conference  participants  to  meet  informally  with  NIH  representatives 
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to  discuss  topics  of  special  interest. 


Mr.  Geoffrey  Grant,  Director,  Office  of  Policy  for  Extramural  Research  Administration  at  NIH,  and  representatives  from 
the  Grants  Policy  Office,  Division  of  Research  Grants,  and  grants  management  and  program  staff  from  several  awarding 
components  of  NIH  will  be  featured  speakers. 

DATE:  June  28-29,  1993 

LOCATION 
Sheraton  Hotel 
2651  Perimeter  Parkway 
Augusta,  GA 

Telephone:  (706)  855-8100 

Participants  must  make  hotel  reservations  directly,  and  should  mention  the  regional  seminar  when  doing  so. 

COST  OF  WORKSHOP:  $125 
REGISTRATION  AND  INQUIRIES 

Advance  registration  is  required  by  May  28,  1993.  You  are  encouraged  to  register  early,  because  conference  space  is 
limited  to  the  first  250  registrants.  For  registration  materials,  send  a FAX  that  provides  your  name,  institution, 
address,  telephone  number,  and  anticipated  number  of  registrants  to  Ms.  Becky  Jones,  Physician's  Practice  Group.  FAX 
(706)  724-1600.  Allow  7 to  10  days  for  receipt  of  the  materials.  If  you  have  any  questions,  you  may  call  Ms.  Jones 
at  (706)  828-6422. 

NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

IMMUNOLOGIC  INTERVENTION  IN  PARASITIC  DISEASES 

NIH  Guide.  Volume  22,  Number  17,  April  30,  1993 

RFA  AVAILABLE:  AI-93-015 

P.T . 34;  K.W.  0745045,  0765033,  1002032 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  June  15,  1993 
Application  Receipt  Date:  July  22,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  invites  applications  for  innovative  preclinical  and 
clinical  research,  in  relevant  animal  models  and  human  subjects,  to  identify  and  accelerate  development  of  novel 
therapeutic  interventions  based  on  targeted  disruption  of  the  contributions  of  cytokines  to  pathogenesis  in  parasitic 
diseases. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Immunologic  Intervention  in 
Parasitic  Diseases,  is  related  to  the  priority  area  of  immunization  and  infectious  diseases.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington  DC 
20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Awards  made  under  this  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  grant  (R01). 
Responsibility  for  the  planning,  direction  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant. 
The  total  project  period  for  applications  submitted  by  domestic  institutions  in  response  to  the  present  RFA  may  not 
exceed  four  years.  The  total  project  period  for  applications  submitted  by  foreign  institutions  may  not  exceed  three 
years.  The  anticipated  earliest  possible  award  date  is  April  1,  1994. 

Applicants  are  encouraged  to  coordinate,  through  the  use  of  consortium  arrangements  or  subcontracts,  integrated 
approaches  with  individuals  or  institutions  having  relevant  reagents  and  expertise  in  their  use,  demonstrated  ability 
in  a particular  area  of  relevant  research,  or  access  to  relevant  patient  populations  so  as  to  accelerate  technical 
progress  and  clinical  development  of  promising  therapies. 

Because  the  nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that  the  amount 
of  each  award  will  vary  also.  This  RFA  is  a one-time  solicitation.  Future  competing  continuation  applications  will 
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compete  with  all  unsolicited  investigator- ini tiated  applications  and  be  reviewed  by  an  appropriate  Study  Section 
according  to  the  customary  N I H referral  and  peer  review  procedures. 

FUNDS  AVAILABLE 

The  estimated  level  of  support  (total  direct  and  indirect  costs)  for  the  entire  program  for  the  first  year  is  $ 1.8 
million.  The  N I AID  anticipates  making  a minimum  of  three  new  awards. 

RESEARCH  OBJECTIVES 

In  a wide  variety  of  infectious  diseases  untoward  immune  responses  lead  to  pathology  rather  than  protection.  It  has 
already  been  shown  that  cytokines  are  associated  with  immunopathology  in  several  infections  of  parasitic  etiology,  such 
as  cutaneous  leishmaniasis.  South  American  trypanosomiasis,  schistosomiasis,  and  malaria.  Whether  a pathogenic  or 
protective  immune  response  is  elicited  often  depends  on  which  T lymphocyte  subsets  (i.e.,  Thl  or  Th2)  dominate  the 
response  to  infection  and  elaborate  characteristic  cytokines.  These  observations  indicate  the  need  for  a systematic 
and  focused  analysis  of  the  relationship  between  cytokine  effects  and  parasitic  disease,  with  the  aim  of  developing  new 
therapeutic  strategies  for  intervention. 

The  purpose  of  this  RFA  is  to  stimulate  innovative  new  research  to  investigate  novel  therapeutic  interventions  based 
on  targeted  disruption  of  cytokine- induced  pathology  in  parasitic  infections,  and  to  initiate  or  accelerate  development 
of  such  therapies  for  clinical  use.  The  specific  goals  of  these  studies  may  include:  (1)  identification  and  definition 
at  the  molecular  level  of  the  immunopathogenic  role  played  by  individual  cytokines  in  parasitic  diseases  of  humans  or 
in  animal  models  relevant  to  such  diseases;  (2)  production,  characterization  and/or  improvement  of  specific  inhibitors 
(e.g.,  monoclonal  antibodies,  counterregulatory  cytokines,  synthetic  cytokine  antagonists,  or  pharmacologic  agents)  of 
those  cytokines  found  to  have  pathogenic  roles;  and  (3)  testing  the  efficacy  and  safety  of  such  inhibitors  in 
ameliorating  disease  in  relevant  animal  models  or  in  limited  phase  I/I  I trials  in  clinical  settings.  It  is  likely  that 
some  potentially  relevant  inhibitors  are  already  in  existence  or  under  development  for  other  purposes  in  either  private 
industry  or  public  institutions.  As  noted  above,  in  such  cases  collaborative  research  arrangements,  including  the  use 
of  consortia  or  subcontracts,  are  encouraged. 

SPECIAL  REQUIREMENTS 

Principal  Investigators  should  budget  for  an  annual,  three-day  trip  to  the  Washington,  DC,  area  to  attend  the  Annual 
Meeting  of  the  NIAID  International  Centers  for  Tropical  Diseases  Research  (ICTDR).  These  meetings  will  allow 
investigators  to  meet  with  other  participants  capable  of  providing  access  to  relevant  patient  populations.  In  keeping 
with  the  objectives  of  the  ICTDR  Program,  it  is  expected  that  such  meetings  will  facilitate  collaboration  between  basic 
and  clinical  researchers  and  expedite  clinical  application  of  research  findings  where  appropriate. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  June  15,  1993,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  names  and  affiliations  of  proposed  key  investigators,  and  the  number  and  title  of  the  RFA 
in  response  to  which  the  application  may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding, 
and  does  not  enter  into  the  review  of  subsequent  applications,  the  information  that  it  contains  allows  NIAID  Staff  to 
estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review.  The  letter  of  intent 
is  to  be  sent  to  Dr.  Olivia  Preble  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91),  the  standard  application  form  for  research  grants. 
Application  kits  are  available  at  most  institutional  offices  of  sponsored  research  and  may  be  obtained  from  the  Office 
of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  301/594-7248).  Applicants  must  adhere  to  the  format  and  requirements  specified  in  the  PHS  398 
application  kit.  The  date  for  receipt  of  applications  is  July  22,  1993. 

The  signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  exact  copies  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  must  also  be  sent  to  Dr.  Olivia  Preble  at  the  address  listed  under 
INQUIRIES. 

To  ensure  their  review,  applications  must  be  received  by  both  the  Division  of  Research  Grants  and  Dr.  Olivia  Preble  by 
the  application  receipt  date.  Applications  not  received  on  this  date  will  be  considered  non-  responsive  and  will  be 
returned  to  the  applicant  without  review.  If  the  application  submitted  in  response  to  this  RFA  is  substantially  similar 
to  a grant  application  already  submitted  to  the  NIH  for  review,  but  has  not  yet  been  reviewed,  the  applicant  will  be 
asked  to  withdraw  either  the  pending  application  or  the  new  one.  Simultaneous  submission  of  identical  applications  will 
not  be  allowed,  nor  will  essentially  identical  applications  be  reviewed  by  different  review  committees.  Therefore,  an 
application  cannot  be  submitted  in  response  to  this  RFA  that  is  essentially  identical  to  one  that  has  already  been 
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reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions  of  applications  already  reviewed,  but  such 
applications  must  include  an  introduction  addressing  the  previous  critique. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  by  DRG  staff  for  completeness  and  by  NIAID  staff  to  determine  administrative  and 
programmatic  responsiveness  to  this  RFA.  Those  judged  to  be  incomplete  or  nonresponsive  will  be  returned  to  the  applicant 
without  review.  Those  considered  complete  and  responsive  may  be  subjected  to  a triage  review  by  an  NIAID  peer  review 
group  to  determine  their  scientific  merit  relative  to  other  applications  submitted  in  response  to  this  RFA.  The  NIH 
will  withdraw  from  competition  those  applications  judged  by  the  triage  peer  review  group  to  be  noncompetitive  for  award 
and  will  so  notify  the  applicant  investigator  and  the  institutional  business  official.  Those  applications  judged  to 
be  competitive  for  award  will  be  reviewed  for  scientific  and  technical  merit  by  a Review  Committee  convened  by  the 
Division  of  Extramural  Activities,  NIAID.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  Allergy 
and  Infectious  Diseases  Council. 


INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  RFA  to: 

Dr.  B.  Fenton  Hall 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A-36 

Bethesda,  MD  20892 

Telephone:  (301)  496-7115 

FAX:  (301)  402-0804 

E-mai l:  bfhaexec.niaid.pc.niaid.nih.gov 

Direct  questions  regarding  review  procedures  and  address  the  letter  of  intent  to: 

Dr.  Olivia  Preble 

Microbiology  and  Immunology  Review  Section 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  4C-20 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-8208 

FAX:  (301)  402-2638 


Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Todd  Ball 

Grants  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Solar  Building,  Room  3A-37 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

FAX:  (301)  480-3780 

Schedule 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 
Scientific  Review  Date: 

Council  Meeting  Date: 

Earliest  Award  Date: 


June  15,  1993 
July  22,  1993 
November  1993 
February  1994 
April  1,  1994 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.856,  Microbiology  and  Infectious  Disease 
Research.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410, 
as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 
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GENETICS  AND  PHYSIOLOGY  OF  HUMAN  OOCYTES 


Kl I H GUIDE.  Volume  22,  Number  17,  April  30,  1993 

RFA  AVAILABLE:  HD-94-004 

P.T.  34;  K.U.  0413002,  1002061,  1002019 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  July  26,  1993 
Application  Receipt  Date:  September  8,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  invites  research  grant  applications  for  the  support 
of  studies  of  the  genetics  and  physiology  of  human  oocytes  that  may  lead  to  improvements  in  the  alleviation  of 
infertility  or  the  acquisition  of  a better  understanding  of  mechanisms  regulating  fertility  that  may  lead  to  new 
approaches  to  contraception.  An  important  part  of  the  mission  of  NICHD  is  to  gain  new  knowledge  about  human  reproduction 
and  this  RFA  is  intended  to  address  that  charge. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Genetics  and  Physiology  of 
Human  Oocytes,  is  related  to  the  priority  area  of  family  planning.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private. 
Minority  individuals,  persons  with  disabilities  and  women  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  NIH  individual  research  grant  (R01).  Responsibility  for  the  planning,  direction,  and  execution 
of  the  proposed  project  will  be  solely  that  of  the  applicant.  The  total  project  period  for  applications  submitted  in 
response  to  the  present  RFA  may  not  exceed  five  years.  The  earliest  expected  award  date  is  April  1,  1994. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  continuation  applications  will  compete  with  all 
investigator- initiated  applications  and  be  reviewed  according  to  the  customary  peer  review  procedures.  Because  the 
nature  and  scope  of  the  research  proposed  in  response  to  this  RFA  may  vary,  it  is  anticipated  that  the  size  of  an  award 
will  vary  also.  It  is  anticipated  that  most  of  the  awards  will  go  to  new  applications,  but  competing  renewal 
applications  for  an  ongoing  research  project  may  be  submitted  in  response  to  this  RFA. 

FUNDS  AVAILABLE 

It  is  expected  that  up  to  four  new  applications  will  be  funded,  within  the  direct  cost  limit  of  $800,000  available  for 
the  first  year.  This  level  of  support  is  dependent  upon  the  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NICHD,  awards  pursuant  to  this 
RFA  are  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

It  is  the  intent  of  this  RFA  to  substantially  advance  our  knowledge  base  of  the  genetic  and  physiological  regulatory 
mechanisms  of  human  oocytes.  There  is  much  evidence  that  substantial  differences  exist  between  the  species  for  a number 
of  experimental  and  observational  parameters,  such  that  increased  knowledge  about  human  oocytes  must  be  obtained 
directly  through  experiments  and  observations  on  human  oocytes.  Now,  the  recent  development  and  refinement  of  a number 
of  cell  physiological  and  molecular  genetic  techniques  that  can  be  applied  to  single  cells  or  embryos  can  be  applied 
to  single  human  oocytes.  There  have  been  recent  dramatic  advances  in  our  ability  to  culture  oocytes  of  mice  and  other 
mammals.  Also,  through  a variety  of  medical  procedures  in  common  practice,  there  is  availability  of  sufficient  human 
oocytes  that  would  otherwise  be  discarded.  Thus,  it  is  evident  that  the  need,  the  availability  and  the  technology 
exist  for  high  resolution  studies  on  single  human  oocytes.  The  end  result  is  expected  to  be  a greatly  increased  ability 
to  obtain,  identify  and  characterize  high  quality  human  oocytes. 

It  should  be  noted  that  the  use  of  federal  funds  for  research  on  human  in  vitro  fertilization  presently  requires  the 
review,  prior  to  award,  by  an  authorized  Ethics  Advisory  Board. 

For  the  purpose  of  this  RFA,  genetics  and  physiology  of  human  oocytes  would  include,  but  not  be  limited  to,  the  following 
topics  that  would  primarily  focus  upon  oocytes  in  culture: 

o regulation  of  growth  and  differentiation  of  oocytes 
o regulation  of  meiosis 

o role  of  hormones  in  oocyte  maturation  in  vitro 
o cytoplasmic  and  nuclear  maturation 

o interaction  between  oocytes  and  surrounding  somatic  cells 
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o culture  of  oocyte-cumulus  complexes 
o regulation  of  oocyte  cell  cycle  events 

Experimental  designs  could  include,  but  are  not  limited  to,  molecular,  genetic,  cell  physiological,  biochemical  and 
nutritional  approaches.  It  is  anticipated  that  some  of  these  approaches  would  include  high-resolution,  noninvasive 
methods  to  assess  the  quality  or  condition  of  single  human  oocytes. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
minorities  in  study  populations.  If  minorities  are  not  included  in  the  study  populations  for  clinical  studies,  a 
specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not  be  accepted 
for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  strongly  encouraged,  but  not  required,  to  submit,  by  July  26,  1993,  a letter  of  intent  that 
includes  a descriptive  title  of  the  proposed  research,  the  name,  address  and  telephone  number  of  the  Principal 
Investigator,  the  identities  of  other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA 
in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  allows  NICHD  staff  to  estimate  the  potential  review  workload  and  to  avoid 
conflict  of  interest  circumstances  in  the  review  process. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Richard  J.  Tasca  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  these  grants.  These  forms  are 
available  at  most  institutional  offices  of  sponsored  research  and  from  the  Office  of  Grants  Inquiries,  Division  of 
Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594- 
7248.  Applications  must  be  received  by  September  8,  1993.  Late  applications  will  be  returned  to  the  applicant. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NICHD  staff  for  completeness  and  responsiveness.  Incomplete  applications 
will  be  returned  to  the  applicant  without  further  consideration.  If  the  application  is  not  responsive  to  the  RFA,  it 
will  be  returned  to  the  applicant,  who  may  then  submit  it  to  the  Division  of  Research  and  Grants  (DRG)  for  review  in 
competition  with  unsolicited  applications  at  the  next  available  review  cycle. 

Responsive  applications  may  be  triaged  by  a peer  review  group  to  determine  their  relative  competitiveness.  The  NIH  will 
withdraw  from  further  competition  those  applications  judged  to  be  noncompetitive  for  award  and  notify  the  applicant 
Principal  Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further 
evaluation  for  scientific  merit.  Those  applications  that  are  complete  and  responsive  will  be  evaluated  in  accordance 
with  the  criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review  group  convened  by  the  NICHD. 
The  second  level  of  review  will  be  provided  by  the  National  Advisory  Child  Health  and  Human  Development  (NACHHD)  Council. 

Review  criteria  for  RFAs  are  generally  the  same  as  those  for  unsolicited  research  grant  applications. 

AWARD  CRITERIA 

The  earliest  anticipated  date  of  the  award  is  April  1,  1994.  Funding  decisions  will  be  based  upon  peer  review  and  NACHHD 
Council  recommendations,  program  relevance,  and  availability  of  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  scientific  issues,  requests  for  the  RFA,  and  address  the  letter  of  intent  to: 

Richard  J.  Tasca,  Ph.D. 

Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 

6100  Executive  Boulevard,  Room  8B01 

Bethesda,  MD  20892 

Telephone:  (301)  496-6515 

FAX:  (301)  496-0962 

Direct  inquiries  regarding  fiscal  matters  to: 

Melinda  Nelson 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8B17 
Bethesda,  MD  20892 
Telephone:  (301)  496-5481 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.864,  Population  Research.  Awards  are 
made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public 
Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12374  or  Health 
Systems  Agency  review. 

PATHOPHYSIOLOGY  OF  NECROTIZING  ENTEROCOLITIS 


NIH  Guide.  Volume  22,  Number  17,  April  30,  1993 
RFA  AVAILABLE:  HD-94-005 

P.T.  34;  K.U.  0765035,  0715085,  0745027,  0755030 
National  Institute  of  Child  Health  and  Human  Development 
Application  Receipt  Date:  September  8,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Endocrinology,  Nutrition  and  Growth  Branch  and  the  Pregnancy  and  Perinatology  Branch  of  the  Center  for  Research  for 
Mothers  and  Children  of  the  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  announce  the  availability 
of  an  RFA  on  the  pathophysiology  of  necrotizing  enterocolitis  (NEC).  Neonatal  nutrition  is  one  of  the  most  important 
research  programs  of  the  NICHD.  By  soliciting  research  grant  applications  that  focus  on  the  cellular  and  molecular 
mechanisms  that  lead  to  the  morbidity  and  mortality  of  NEC,  the  NICHD  hopes  to  develop  an  understanding  of  the  disease 
process  which  will  allow  clinicians  to  reason  backward  to  its  etiology  and  prevention. 

This  RFA  encourages  investigators  working  on  gastrointestinal  circulatory  dynamics,  cytokines,  immune  mechanisms,  and 
other  areas  of  basic  physiology  and  biochemistry  to  devote  their  expertise  to  studies  of  pathophysiological  processes 
that  could  be  involved  in  the  generation  of  NEC.  It  is  postulated  that  one  or  more  of  these  approaches  will  lead  to 
clues  to  the  etiology,  prevention,  and  therapy  of  this  disorder. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Pathophysiology  of  Necrotizing 
Enterocolitis  (NEC),  is  related  to  the  priority  areas  of  nutrition  and  maternal  and  infant  health.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington, 
DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Applications  in  response  to  this  RFA  will  be  funded  through  the  individual  research  grant  (R01)  program  of  the  NIH. 
This  announcement  is  for  a single  competition.  Future  unsolicited  competing  continuation  applications  will  compete  with 
all  investigator-initiated  applications  and  be  reviewed  by  a Division  of  Research  Grants  (DRG)  study  section.  However, 
if  the  NICHD  determines  that  there  is  a sufficient  continuing  program  need,  the  NICHD  may  announce  a request  for 
competitive  continuation  applications.  The  total  project  period  for  applications  submitted  in  response  to  the  present 
RFA  may  not  exceed  five  years.  The  earliest  anticipated  award  date  is  April  1,  1994. 

FUNDS  AVAILABLE 

It  is  anticipated  that  four  grants  will  be  awarded  under  this  program,  contingent  upon  receipt  of  a sufficient  number 
of  meritorious  applications  and  the  availability  of  funds.  To  fund  these  awards  $600,000  has  been  set  aside  for  direct 
costs  in  the  first  year. 

RESEARCH  OBJECTIVES 

Background 

NEC  is  a disease  of  unknown  etiology  which  predominantly  affects  premature  infants  after  they  begin  enteral  nutrition. 
It  is  estimated  that  between  3000  to  4000  cases  of  NEC  occur  annually  and  that  the  mortality  is  between  10  to  40  percent. 
The  incidence  and  case  fatality  ratio  are  highest  in  the  smallest  premature  infants  and  decrease  with  advancing 
gestational  age,  but  about  10  percent  of  patients  are  full-term.  It  is  not  even  known  whether  the  pathogenesis  of  the 
manifestations  of  NEC  is  immunologic,  toxic,  circulatory,  behavioral,  developmental,  or  some  combination  of  these. 

Objectives  and  Scope 

The  NICHD  seeks  to  create  linkages  between  basic  science  laboratories  capable  of  molecular  studies  and  investigators 
of  the  clinical  entity  NEC.  Developmental  aspects  of  mucosal  function,  local  immune  responses  (IgA,  cytokines, 
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monocytes),  and  repair  mechanisms  could  be  critical  aspects  of  these  investigations. 

This  RFA  includes  animal  model,  tissue  culture,  and  other  in  vitro  studies.  It  also  includes  studies  of  molecular 

iimiunology  and  such  clinical  studies  as  might  bear  on  the  pathogenesis  of  NEC.  It  does  not  include  clinical  studies 
of  epidemiology,  that  are  already  being  addressed,  or  tests  of  hypotheses  of  etiology  that  do  not  address  pathogenesis 

experimentally.  Trials  of  therapy  which  bypass  preliminary  studies  of  pathogenesis  to  provide  a rationale  for  them  will 

also  not  be  supported  through  this  RFA.  Nevertheless,  clinical  studies  are  not  excluded  if  they  address  disease 
mechanisms. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  form  PHS  398  (rev.  9/91).  These  forms  are  available  at  most  institutional  offices 
of  sponsored  research;  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health, 
5333  Uestbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/594-7248;  and  from  the  program  administrator  named 
below.  Applications  must  be  received  by  September  8,  1993.  Potential  applicants  must  request  the  detailed  information 
included  in  the  RFA  before  preparing  an  application. 

REVIEU  CONSIDERATIONS 

Applications  will  be  reviewed  by  NICHD  staff  for  responsiveness  to  the  RFA.  Applications  judged  to  be  nonresponsive 
will  be  returned.  Responsive  applications  may  be  subjected  to  a triage  by  a peer-review  group  to  determine  their 
scientific  merit  relative  to  the  other  applications  received  in  response  to  this  RFA.  NIH  will  withdraw  from  competition 
those  applications  judged  to  be  noncompetitive  and  notify  the  applicant  and  institutional  business  official. 

Those  applications  judged  to  be  competitive  will  be  further  evaluated  for  scientif ic/technical  merit  by  a review  group 
convened  solely  for  this  purpose  by  the  Division  of  Scientific  Review,  NICHD.  Criteria  for  the  initial  review  are 
described  in  the  RFA.  Following  review  by  the  Initial  Review  Group,  applications  will  be  evaluated  by  the  National 
Advisory  Child  Health  and  Human  Development  council  for  program  relevance  and  policy  issues  before  awards  for  meritorious 
proposals  are  made. 

AWARD  CRITERIA 

The  anticipated  award  date  is  April  1,  1994.  Scientific  merit  and  technical  proficiency,  based  on  the  demonstrated  and 
projected  capabilities  described  in  the  application  in  response  to  the  RFA,  will  be  the  predominant  criteria  for 
determining  funding  priorities. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Direct  requests  for  the  RFA  and  inquiries  regarding  programmatic  issues  to: 

Ephraim  Y.  Levin,  M.D . 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

6100  Building,  Room  4B11 

Bethesda,  MD  20892 

Telephone:  (301)  496-5593 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  E.  Douglas  Shawver 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Building,  Room  8A17 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  catalog  of  Federal  Domestic  Assistance  No.  93.865,  Research  for  Mothers  and  Children. 
Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC241),  and  administered  under 
PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  review 
by  a Health  Systems  Agency. 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


RESTITUTION  OF  AMBULATION  FOLLOWING  DISABILITY  FROM  NEUROLOGICAL  DISORDERS 


NIH  Guide.  Volume  22,  Number  17,  April  30,  1993 
PA  NUMBER:  PA-93-079 

P.T.  34;  K.U.  0415003,  0715138,  0715027,  0705055 

National  Institute  of  Neurological  Disorders  and  Stroke 
National  Institute  of  Child  Health  and  Human  Development 

PURPOSE 

The  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS)  and  the  National  Institute  of  Child  Health  and  Human 
Development  (NICHD),  invite  research  grant  applications  for  support  of  research  on  the  restitution  of  ambulation 
following  disability  from  neurological  disorders  or  injury. 

Applications  covering  a broad  range  of  activities  in  the  neurological  sciences  from  clinical  research  to  fundamental 
neuroscience  research  are  encouraged.  Regardless  of  approach,  all  proposed  research  activities  should  share  the  common 
theme  of  restoring  ambulatory  function  in  the  presence  of  dysfunction  of  the  central  or  peripheral  nervous  system.  This 
type  of  solicitation  is  issued  to  encourage  investigator-initiated  research  projects  in  areas  of  special  programmatic 
interest  to  the  National  Institutes  of  Health  (NIH). 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement  (PA), 
Restitution  of  Ambulation  Following  Disability  From  Neurological  Disorders,  is  related  to  the  priority  area  of  chronic 
disabling  conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic,  for-profit  and  non-profit,  public  and  private  organizations,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not 
eligible  to  apply  for  career  awards  (K04,  K08)  or  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  awards 
and  program  projects  (P01).  Applicants  for  K04  and  K08  awards  must  be  U.S.  citizens  or  resident  aliens. 

MECHANISM  OF  SUPPORT 

The  support  mechanisms  for  this  research  will  be  the  individual  research  grant  (ROD,  the  FIRST  award  (R29),  Research 
Career  Development  Award  (K04),  Clinical  Investigator  Award  (K08),  and  the  program  project  grant  (P01).  The  number  of 
awards  to  be  made  is  dependent  upon  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit  and  upon 
availability  of  funds. 

RESEARCH  OBJECTIVES 

Summary 

The  NINDS  is  the  principal  NIH  component  for  support  of  basic  and  clinical  research  on  neurological  disorders  and  their 
prevention,  diagnosis,  treatment,  and  rehabilitation. 

The  National  Center  for  Medical  Rehabilitation  Research  at  the  NICHD  serves  as  the  principal  NIH  focus  of  research 
support  that  will  lead  to  new  approaches  for  the  replacement,  enhancement  or  restoration  of  function  in  persons  with 
physical  disabilities  resulting  from  birth  defect,  injury,  disease  or  the  aging  process.  Because  of  a lack  of  effective 
restorative  therapies,  the  clinical  approach  to  rehabilitation  has  often  focused  on  substitution.  For  example,  a walker 
or  wheel  chair  can  substitute  for  inadequate  lower  extremity  muscle  strength  or  control.  This  PA  encourages  research 
directed  at  rehabilitation  through  restitution  or  enhancement  of  function  in  patients  disabled  by  neurological  disorders 
or  by  injury  to  the  nervous  system  during  both  the  acute  and  chronic  phases. 

Disability  in  the  form  of  a loss  of  the  ability  to  ambulate  can  follow  many  common  neurological  and  neuromuscular 
diseases  and  disorders  or  traumatic  injuries.  For  example,  approximately  250,000  persons  are  disabled  by  stroke  in  the 
United  States  each  year.  Many  of  these  individuals  are  either  unable  to  walk  or  walk  with  great  difficulty  as  a result 
of  inadequate  or  untimely  muscle  activity.  Other  individuals  suffering  from  spinal  cord  injury,  head  injury,  cerebral 
palsy,  Parkinson's  disease,  multiple  sclerosis,  and  other  neurological  conditions  are  similarly  affected. 

Achieving  the  goal  of  rehabilitation  through  restitution  or  improvement  of  function  in  patients  disabled  by  neurological 
disorders  will  require  fundamental  and  applied  research  in  many  areas.  Potential  areas  of  research  include  motor 
control,  sensory  systems  in  motor  control,  ambulation,  postural  control  as  it  relates  to  gait,  and  activation, 
conditioning  and  control  of  weakened  or  paralyzed  muscles.  This  PA  is  issued  to  encourage  grant  applications  that  cover 
a range  of  investigative  approaches  from  basic  neurosciences  to  feasibility  studies  of  potential  clinical  applications. 

Goals 

This  PA  is  issued  to  encourage  and  foster  investigator-initiated  applied,  basic,  and  clinical  research  on  restoration 
of  ambulation  following  neurological  disability.  Although  specific  neurological  diseases  and  disorders  are  not  mentioned 
in  this  section,  potential  applicants  are  encouraged  to  focus  their  effort  in  the  context  of  a specific  disorder. 
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Examples  of  research  objectives  appropriate  for  inclusion  in  applications  responsive  to  this  program  announcement 
include: 


o Applied  research  directed  at  improving  or  restoring  ambulatory  motor  function  in  neurological ly  impaired  individuals; 
o Applied  research  directed  at  improving  or  restoring  cutaneous  sensation  and  proprioception  related  to  ambulation  in 
neurological ly  impaired  individuals; 

o Fundamental  studies  of  the  neurophysiological  foundation  of  the  control  of  ambulation  and  its  pathology; 
o Fundamental  studies  of  the  neurophysiological  foundation  of  cutaneous  sensation  and  proprioception,  their  pathology 
and  their  role  in  ambulation; 

o Studies  of  the  integration  of  biomechanics  and  the  motor,  sensory  and  central  nervous  systems  in  gait,  standing,  and 
in  postural  control; 

o Fundamental  and  applied  studies  that  will  characterize  the  capacity  of  both  injured  and  non-injured  systems  to 
contribute  to  the  recovery  of  ambulatory  function;  and 

o More  accurate  and  sensitive  methods  for  quantifying  functional  impairments  after  neurological  injury  or  disorder. 


STUDY  POPULATIONS 


SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 


NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  (rev.  9/91)  in 
Sections  1-4  of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess  carefully 
the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it 
may  not  be  feasible  or  appropriate  in  ALL  research  projects  to  include  representation  of  the  full  array  of  United  States 
racial/ethnic  minority  populations  (i.e..  Native  Americans  including  American  Indians  or  Alaskan  Natives,  Asian/Pacific 
Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  and  preventive  strategies,  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 


The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 


For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 


If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the  information 
is  provided. 


Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 


Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  on  any  of  the 
three  receipt  dates  for  research  grant  applications,  February  1,  June  1,  and  October  1.  Application  kits  are  available 
at  most  offices  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  594-7248.  The 
title  and  number  of  the  announcement  must  be  typed  in  Section  2a  on  the  face  page  of  the  application. 

The  original  and  five  copies  of  the  application  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

) REVIEW  PROCEDURES 

Applications  will  receive  institute  and  initial  review  group  ( IRG)  assignment  on  the  basis  of  established  Public  Health 
Service  referral  guidelines.  Applications  wilt  be  reviewed  for  scientific  and  technical  merit  according  to  standard 
PHS  referral  guidelines.  Following  IRG  review,  the  applications  will  receive  a second-level  review  by  an  appropriate 
Counci l /Board.  Applications  will  compete  for  available  funds  with  all  other  approved  applications  assigned  to  the 
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insti tute. 


REVIEW  CRITERIA 

The  standard  review  criteria  will  be  used  to  assess  the  scientific  merit  of  applications.  The  IRG  will  be  reviewing 
the  adequacy  of  protection  of  human  subjects,  the  humane  care  of  animals,  and  biosafety  conditions.  In  clinical  research 
studies,  reviewers  also  will  be  evaluating  the  adequacy  of  the  inclusion  of  women  and  minorities  in  the  study 
populations. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications.  The  following  will  be  considered  when  making 
funding  decisions: 

o quality  of  the  proposed  projects  as  determined  by  peer  review 
o availability  of  funds 

o program  balance  among  research  areas  of  the  announcement 
INQUIRIES 

Written  and  telephone  inquiries  are  encourages,  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  William  Heetderks 

Division  of  Fundamental  Neurosciences 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  916 

Bethesda,  MD  20892 

Telephone:  (301)  496-5745 

Internet:  w2h3cu.nih.gov 

Dr.  Danuta  Krotoski 

National  Center  for  Medical  Rehabilitation  Research 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  450 

Bethesda,  MD  20892 

Telephone:  (301)  402-2242 

Bitnet:  d2k3NIHCU 

For  fiscal  and  administrative  matters  contact: 

Ms.  Kathleen  Howe 

National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  1004 
Bethesda,  MD  20892 
Telephone:  (301)  496-9231 

Ms.  Mary  El len  Colvin 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
6100  Executive  Boulevard,  Room  8A17F 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.929  - Medical  Rehabilitation  Research, 
93.854  - Biological  Basis  Research  in  Neurosciences,  and  93.853  - Clinical  Research  related  to  Neurological  Disorders. 
Grants  will  be  awarded  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410, 
as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  at  42  CFR  Part  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  a Health 
Systems  Agency  review. 

DETERMINANTS  OF  EFFECTIVE  HIV  COUNSELING 


NIH  Guide.  Volume  22,  Number  17,  April  30,  1993 

PA  NUMBER:  PA-93-080 

P.T.  34;  K.W.  0404009,  0414014,  0404000 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  purpose  of  this  program  announcement  is  to  initiate  and  support  a research  program  that  focuses  on  understanding 
the  psychological,  behavioral,  interpersonal,  and  motivational  factors  that  enhance  or  retard  the  effectiveness  of  HIV 
counseling  and  testing  activities  in  drug  abusers,  their  sexual  partners,  and  others  at  risk  of  HIV  infection  who  could 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  17  - April  30,  1993 

15 


potentially  benefit  from  counseling  and  testing  activities. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement,  Determinants 
of  Effective  HIV  Counseling,  is  related  to  the  priority  area  of  reducing  HIV  transmission.  Potential  applicants  may 
obtain  a copy  of  Healthy  People  2000  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone:  202/783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  foreign  and  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  institutions  are  not 
eligible  for  the  First  Independent  Research  Support  and  Transition  Awards  (R29). 

MECHANISMS  OF  SUPPORT 

Research  support  mechanisms  include  research  projects  grants  (R01),  small  grants  (R03),  and  FIRST  awards  (R29).  Because 
the  nature  and  scope  of  the  research  proposed  in  response  to  this  program  announcement  may  vary,  it  is  anticipated  that 
the  size  of  an  award  will  vary  also. 

RESEARCH  OBJECTIVES 

Background 

Initial  efforts  to  prevent  the  spread  of  HIV  infection  were  a response  to  a public  health  crisis,  and  resource  priorities 
were  given  to  informing,  educating,  and  warning  rather  than  to  evaluating  the  effectiveness  of  programs.  Prevention 
programs  began  to  incorporate  evaluation  components,  using  "pretest/post- test"  designs  and,  later,  randomized  trials 
of  effectiveness.  Although  there  is  now  a growing  body  of  literature  comparing  the  effects  of  different  HIV  risk 
reduction  counseling  approaches,  there  is  relatively  little  emphasis  on  delineating  the  effective  components  of 
interventions  and  systematically  relating  outcomes  to  the  motivational,  psychological,  behavioral,  and  interpersonal 
development  theories  that  form  the  basis  of  those  components.  Sophisticated  evaluation  of  counseling  and  testing 
programs  in  relation  to  their  theoretical  underpinnings  would  allow  for  better  understanding  of  why  and  for  whom  a 
particular  intervention  has  effects.  To  develop  intervention  models  more  effectively  that  can  be  readily  transferred 
to  the  general  HIV  prevention  community,  it  is  necessary  to  "open  the  black  boxes"  of  prevention  programming  to 
understand  better  the  mediating  factors  associated  with  success. 

Research  is  needed  that  examines  the  relationships  among  risk  reduction  outcomes,  theoretical  mediating  variables, 
fidelity  of  implementation  of  prevention  program,  the  social  and  environmental  context  in  which  the  intervention  is 
delivered,  and  the  social/environmental  context  of  the  client's  life. 

Treatment  of  addiction,  street  outreach  to  provide  education  and  to  facilitate  entrance  into  drug  treatment,  and  clinic- 
based  counseling  and  testing  programs  continue  to  be  the  mainstays  of  HIV  prevention  activities  for  drug  abusers, 
especially  injection  drug  users  (IDUs),  and  their  sexual  contacts.  While  most  counseling  and  testing  programs  report 
changes  in  drug  abuse  related  risk  behaviors,  and  to  a lesser  degree  in  sexual  risk  behaviors,  many  comparisons  between 
relatively  minimal  interventions  and  more  extensive  interventions  based  on  well-known  theories  relevant  to  health 
behavior  have  not  shown  differential  effects  of  the  interventions. 

The  most  commonly  used  theories  to  design  prevention  interventions  are  the  Health  Beliefs  Model,  the  AIDS  Risk  Reduction 
Model,  and  the  Theory  of  Reasoned  Action.  Yet,  there  are  other  theoretical  perspectives  that  might  be  usefully  applied 
to  HIV  prevention  efforts,  such  as  conceptualizations  of  social  group  processes,  psychotherapy/counseling,  personality 
development,  communication,  motivation,  and  drives. 

Examples  of  variables  that  need  to  be  systematical ly  examined  in  HIV  counseling  are  characteristics  of  the  client 
(demographics,  serostatus,  psychological  variables),  characteristics  of  the  message  (mediators),  and  characteristics 
of  the  intervenor  (e.g.,  similarity  to  client,  race,  history  of  drug  abuse,  gender,  personality).  The  social  context 
of  the  client  has  been  examined  in  some  studies,  but  it  has  not  been  examined  extensively  for  its  interaction  with  other 
variables  of  interest  such  as  type  of  intervenor,  type  of  message,  etc.  Technology  for  examining  these  issues  exists 
in  social  psychology,  studies  of  psychotherapy,  communication  research,  and  related  fields. 

Prevention  programs  are  often  directed  at  people  with  marginal  support  systems  and  with  few  intrapersonal  or 
interpersonal  resources.  The  possibility  of  negative  effects  of  HIV  counseling  has  been  examined  from  the  viewpoint 
of  negative  affective  sequelae  of  the  intervention  and  short-term  increases  in  risk  behavior,  but  long-term  studies  of 
possible  negative  effects  on  risk  behavior,  psychosocial  adjustment,  or  disease  acquisition  and  transmission  are  few. 
Studies  have  not  extensively  examined  the  determinants  of  negative  behavioral  consequences  of  interventions  in  drug 
abusers. 

Program  Objectives 

The  primary  objective  of  the  Program  Announcement  is  to  understand  the  determinants  of  effectively  using  HIV  testing 
and  counseling  as  a prevention  intervention  in  drug  abusers,  their  sexual  partners,  and  others  at  risk  for  HIV  infection. 
Determinants  of  negative  behavioral  outcomes  should  also  be  examined.  Risk  behavior  should  be  a primary  outcome 
variable.  In  addition,  other  variables  to  be  investigated  should  be  drawn  from  potentially  relevant  theories  of  human 
behavior  and  development,  and  these  should  be  defined,  measured,  and  manipulated  using  standardized  methodology. 
Applications  would  ideally  include  a component  whereby  differential  and  mutually  exclusive  outcomes  predicted  by  theories 
of  psychological  development  or  psychological  change  are  examined  and  related  to  risk  reduction.  For  example,  counseling 
theory  would  suggest  that  a counselor  who  reveals  strong,  current  ambivalence  about  facets  of  his  or  her  own  development, 
upbringing,  or  behavior  may  "reenact"  those  issues  in  provision  of  HIV  risk  reduction  counseling,  thereby  failing  to 
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achieve  effective  risk  reduction.  An  outcome  inconsistent  with  this  theory  would  be  that  the  ambivalence  would  not  be 
evidenced  in  the  interpersonal  processes  in  the  counseling  or  would  not  be  related  to  behavioral  outcomes.  Applications 
that  attempt  to  evaluate  the  effectiveness  of  a specific  intervention  and  advance  theoretical  understanding  will  be 
considered  responsive  to  the  intent  of  this  announcement.  Although  prospective  studies  are  encouraged,  retrospective 
studies  that  examine  outcome,  process,  and  social  context  variables  of  programs  with  documented  successful  impact  on 
risk  behaviors  will  also  be  welcomed. 

If  the  study  is  planned  for  a drug  treatment  program,  the  proposed  intervention(s)  should  consist  of  HIV  counseling  and 
testing  activities  rather  than  the  treatment  of  drug  abuse  itself.  If  an  applicant  elects  to  use  an  out -of -treatment 
sample,  the  application  should  provide  details  on  the  logistics  of  how  adequate  information  could  be  collected. 
Consideration  could  be  given  to  use  of  treatment  samples  to  fully  explore  issues  of  interest  while  out -of -treatment 
samples  are  used  to  replicate  and  generalize  where  feasible. 

Prospective  studies  as  currently  envisioned  should  incorporate:  (1)  theoretical  and  operational  definition  of  relevant 
constructs,  with  attention  to  use  of  consistent,  reliable,  and  valid  measures  of  independent  and  dependent  variables; 
(2)  random  assignment  of  clients  to  counselors  or  intervention;  (3)  study  of  client  cognitions,  affects,  perceptions, 
and  behaviors;  (4)  study  of  counselor  cognitions,  affects,  perceptions,  and  behaviors;  (5)  statistical  or  design  methods 
for  accounting  for  and  explaining  the  effects  of  counselor  training  and  technique;  and  (6)  sufficiently  thorough 
description  of  an  intervention  to  permit  replication,  with  documentation  of  the  fidelity  with  which  the  intervention 
is  implemented. 

The  specific  areas  of  interest  include,  but  are  not  limited  to: 

a.  Factors  that  create  effective  HIV  testing  and  counseling  processes  from  both  the  client's  and  counselor's 
perspective. 

b.  Factors  that  produce  negative  outcomes  in  HIV  testing  and  counseling  processes  from  both  the  client's  and  counselor's 
perspective. 

c.  Why  some  risk  reduction  interventions  and  intervenors  (counselors)  are  effective  and  some  are  not. 

d.  Enhanced  methodology  for  measuring  relevant  risk  related  psychosocial  variables. 

e.  Delineation  of  the  circumstances  in  which  HIV  counseling  and  testing  has  a positive  impact,  and  those  in  which  it 
has  a negative  impact. 

f.  Clarification  of  the  relative  contribution  of  the  counseling  component  to  outcomes  of  "counseling  and  testing 
programs,"  and,  conversely,  clarification  of  the  relative  contribution  of  the  testing  component  to  outcomes. 

g.  Factors  that  predict  and  prevent  testing  refusal,  non-return  for  results,  deficient  learning  of  critical  information, 
denial  of  vulnerability,  concealment  of  attitudes  or  risk  behaviors  from  counselors,  and  failures  to  develop  resistance 
to  risk  behavior  relapse. 

h.  Interactions  between  HIV  testing  and  counseling  and  drug  abuse  treatment. 

i.  Sexual  and  drug  risk  behavior  interactions  that  decrease  or  increase  overall  risk. 

j.  Factors  related  to  counseling  influencing  the  risk  behaviors  of  those  who  are  HIV  infected. 

k.  Variables  that,  when  studied  in  the  context  of  HIV  counseling  and  testing,  have  implications  for  advancing 
theoretical  understanding  of  human  behavior  and  behavior  change  processes. 

Special  Requirements 

Grants  funded  under  this  program  announcement  are  subject  to  the  requirements  of  45  CFR  46,  Protection  of  Human  Subjects. 
If  the  proposed  research  includes  children  as  the  subject  population  described  in  45  CFR  46,  subpart  D,  special  human 
subject  considerations  apply.  These  regulations  are  available  from  the  Office  for  Protection  from  Research  Risks  (OPRR), 
National  Institutes  of  Health,  Building  31,  Room  5B63,  Bethesda,  MD  20892,  telephone  301/496-8101.  Because  of  the  AIDS 
relevance  of  this  research,  applicants  should  obtain  from  their  institutional  review  board  (IRB)  a copy  of  the  "Guidance 
for  Institutional  Review  Boards  for  AIDS  Studies,"  which  was  disseminated  from  the  OPRR  on  December  16,  1984.  If  a copy 
is  not  available  locally,  one  may  be  obtained  from  OPRR  at  the  address  and  number  above. 

Because  of  the  expedited  schedule  of  review  and  award  for  these  applications,  applications  from  organizations  having 
an  approved  Multiple  Project  Assurance  of  Compliance  on  file  with  the  OPRR  must  be  accompanied  by  certification  of  IRB 
approval.  The  latest  date  of  approval  by  the  IRB  of  the  proposed  activities  must  be  not  earlier  than  one  year  prior 
to  the  receipt  date  called  for  in  this  announcement.  If  appropriate  certification  of  IRB  approval  is  not  provided  with 
the  proposal  at  the  time  of  submission,  the  application  will  be  considered  incomplete  and  returned  to  the  applicant 
without  review. 

If  the  applicant  organization  does  not  have  on  file  with  OPRR  an  approved  Multiple  Project  Assurance  of  Compliance,  the 
applicant  organization,  by  the  signatures  on  the  Face  Page  of  the  application,  is  declaring  that  it  will  comply  with 
45  CFR  46  by  establishing  an  IRB  and  submitting  an  Assurance  of  Compliance  and  certification  of  IRB  approval  within  30 
days  of  a specific  request  from  OPRR. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities 
and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Sections  1-4 
of  the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  assess  carefully  the 
feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it  may 
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not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array  of  United  States 
racial/ethnic  minority  populations  (i.e.f  Native  Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific 
Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  AIDS 
receipt  dates  indicated  in  the  application  kit.  Application  kits  are  available  at  most  institutional  offices  of 
sponsored  research  and  may  be  obtained  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone:  301/594-7248.  The  title  and  number 
of  this  announcement  must  be  typed  in  Item  2a  on  the  face  page  of  the  application. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Applications  wi l l be  assigned  on  the  basis  of  established  PHS  referral  guidelines.  Applications  will  be  reviewed  for 
scientific  and  technical  merit  by  an  initial  review  group  in  accordance  with  standard  review  procedures. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications  recommended  for  further  consideration  by  the 
appropriate  National  Advisory  Council.  The  following  will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  the  peer  review; 
o Availability  of  funds;  and 

o Program  balance  among  research  areas  of  the  announcement. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Applicants  interested  in  studies  relevant  to  drug  abusers  and  their  sexual  partners  may  direct  inquiries  regarding 
programmatic  issues  to: 

William  C.  Grace,  Ph.D. 

Division  of  Clinical  Research 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  11A-33 
Rockville,  MD  20857 
Telephone:  (301)  443-1801 

Inquiries  regarding  fiscal  matters  related  to  drug  abuse  relevant  studies  may  be  directed  to: 

Mrs.  Shirley  Denney 
Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 
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Applicants  interested  in  other  populations,  may  direct  inquiries  regarding  programmatic  issues  to: 


M.  Isabel  Fernandez,  Ph.D. 

Office  on  AIDS 

National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  15-99 
Rockville,  MD  20857 
Telephone:  (301)  443-7281 

Inquiries  regarding  fiscal  matters  related  to  NIMH  applications  may  be  directed  to: 

Diana  T runnel l 

Grants  Management  Section 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-23 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 

AUTHORITIES  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Section  301,  and  administered  under  PHS  grants  policies  and  Federal  Regulations  at 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review.  Grants  must  be  administered  in  accordance  with  the  PHS  Grants  Policy 
Statement  (rev.  10/90). 

IMHUME-HEDIATED  SENSORINEURAL  HEARING  LOSS 


NIH  Guide.  Volume  22,  Number  17,  April  30,  1993 
PA  NUMBER:  PA-93-081 

P.T.  34;  K.U.  0715050,  0775005,  0710070,  0785055 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

PURPOSE 

The  Division  of  Communication  Sciences  and  Disorders,  National  Institute  on  Deafness  and  Other  Communication  Disorders 
(NIDCD),  invites  applications  for  the  support  of  research  addressing  immune-mediated  sensorineural  hearing  loss.  The 
goal  of  this  Program  Announcement  (PA)  is  to  stimulate  both  basic  and  clinical  research  related  to  the  etiology, 
diagnosis,  and  treatment  of  sensorineural  hearing  loss  related  to  immune  mechanisms. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  PA,  Immune-Mediated  Sensorineural 
Hearing  Loss,  is  related  to  the  priority  areas  of  immunization  and  infectious  diseases  and  diabetes  and  chronic  disabling 
diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0) 
or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit  organizations,  such  as  universities, 
colleges,  hospitals,  laboratories,  units  of  state  and  local  governments,  and  eligible  agencies  of  the  Federal  government. 
Foreign  Institutions  are  not  eligible  to  apply  for  the  First  Independent  Research  Support  and  Transition  (FIRST)  (R29) 
award.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  mechanisms  for  this  announcement  include  the  individual  research  project  grant  (ROl)  and  the  FIRST  (R29)  award. 

RESEARCH  OBJECTIVES 

Background 

Idiopathic  progressive  sensorineural  hearing  loss  affects  thousands  of  individuals  each  year.  There  is  a growing 
consensus  that  the  immune  system  may  play  an  important  role  in  the  pathogenesis  of  this  (these)  disorder(s).  This  is 
based  on  the  empirical  observation  that  treatment  with  immunosuppressive  drugs  may  ameliorate  or  stabilize  the  hearing 
loss.  Further,  sensorineural  hearing  loss  is  often  associated  with  the  presence  of  a defined  autoimmune  disease.  For 
example,  auditory  and  vestibular  dysfunction  has  been  reported  in  conjunction  with  polyarteritis  nodosa  and  systemic 
lupus  erythematosus.  Important  histopathological  changes  in  the  temporal  bones  of  humans  with  documented  autoimmune 
diseases  have  also  been  found. 

Factors  inducing  autoimmunity  directed  to  the  inner  ear  have  been  postulated,  but  the  etiology  and  pathogenesis  of  the 
disorder(s)  are  not  well  understood.  Possible  mechanisms  include  vasculitis  of  the  cochlear  or  vestibular  blood  supply, 
cross- reacting  antibodies,  or  antibodies  directed  against  inner  ear  epitopes.  Genetic  factors,  such  as  the  inheritance 
of  certain  human  leukocyte  antigens  (HLA)  have  also  been  proposed  The  availability  of  powerful  laboratory  techniques 
to  define  immune  responsivi ty,  such  as  measurement  of  serum  antibodies  to  cochlear  antigens  with  enzyme- l inked 
immunosorbant  assays  (ELISA)  and  lymphocyte  transformation  assay,  have  begun  to  provide  the  analytical  methods  that  may 
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be  required  to  detect  altered  immune  status.  These  methods,  combined  with  the  development  of  animal  models  for 
autoimmune  sensorineural  hearing  loss  (e.g.,  immunization  of  the  guinea  pig  with  bovine  or  chick  inner  ear  antigen), 
have  contributed  to  the  advancement  of  this  field  to  the  point  where  concerted  study  of  the  problem  of  immune -mediated 
sensorineural  hearing  loss  is  now  possible. 

Research  Goals  and  Scope 

There  is  a need  to  characterize  immune  responses  in  patients  with  rapidly  progressive  sensorineural  hearing  loss;  to 
develop  animal  models  that  address  the  etiology  and  management  of  the  disorder(s);  to  determine  the  sensitivity, 
specificity,  and  efficacy  of  measures  to  diagnose  immune  function  abnormalities  related  to  this  disorder;  and  to  study 
the  histopathologic  characteristics  of  the  ear  during  the  progression  of  this  disease.  Areas  of  research  on  the 
etiology,  diagnosis,  and  treatment  that  would  be  responsive  to  this  PA  include,  but  are  not  limited  to: 

o definition  of  normal  and  abnormal  immune  responses  in  the  inner  ear; 

o identification  of  antigen(s)  that  induce  immune  reactions  in  the  inner  ear; 

o investigation  of  the  potential  role  of  viral  infections  in  immune  reactions  producing  inner- ear  injury; 
o development  and  validation  of  animal  models  that  address  etiology; 

o determination  of  the  site  of  immune -mediated  sensorineural  hearing  loss,  due  either  to  a specific  organ-directed 
disease  or  to  a generalized  systemic  effect; 

o development  and  validation  of  a sensitive  and  specific  test  or  series  of  tests  to  diagnose  immune -mediated 
sensorineural  hearing  loss;  and 

o assessment  of  the  efficacy  of  therapeutic  approaches  in  the  amelioration  of  progressive  immune- mediated  sensorineural 
hearing  loss. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative  agreements  are  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  must  be  placed  on  the  need  for  inclusion  of  minorities  and 
women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended 
to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear,  compelling  rationale  must  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  must  be  addressed  in  developing  a research  design  and  sample  size  appropriate 
for  the  scientific  objectives  of  the  study.  This  information  must  be  included  in  the  form  PHS  398  in  Sections  1-4  of 
the  Research  Plan  AND  summarized  in  Section  5,  Human  Subjects.  Applicants  are  urged  to  carefully  assess  the  feasibility 
of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full  array  of  United  States 
racial/ethnic  minority  populations  (i.e..  Native  Americans  [including  American  Indians  or  Alaskan  Natives] , Asian/Pacific 
Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority  population  groups  must  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  is  defined  as  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in  other 
countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United  States' 
populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  questions(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific  weakness  or 
deficiency  in  the  study  design  and  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding  components 
will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  9/91)  and  will  be  accepted  at  the  standard 
application  deadlines  as  indicated  in  the  application  kit.  The  receipt  dates  for  applications  for  AIDS-related  research 
are  found  in  the  PHS  398  instructions. 

Application  kits  are  available  at  most  institutional  business  offices  and  may  be  obtained  from  the  Office  of  Grants 
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Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  301-594-7248.  The  title  and  number  of  the  announcement  must  be  typed  in  Section  2a  on  the  face  page  of  the 
appl ication. 

The  completed  original  application  and  five  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES 

Applications  will  be  reviewed  for  scientific  and  technical  merit  by  study  sections  of  the  Division  of  Research  Grants, 
NIH,  in  accordance  with  the  standard  NIH  peer  review  procedures.  Following  scientific  technical  review,  the  applications 
will  receive  a second- level  review  by  the  appropriate  national  advisory  council. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be  considered 
in  making  funding  decisions: 

o quality  of  the  proposed  project  as  determined  by  peer  review, 
o availability  of  funds,  and 

o program  balance  among  research  areas  of  the  announcement. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  PA  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions 
from  potential  applicants  is  welcome. 

Inquiries  regarding  programmatic  issues  may  be  addressed  to: 

Kenneth  A.  Gruber,  Ph.D. 

Division  of  Communication  Sciences  and  Disorders 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Suite  400-B 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  402-3458 

FAX:  (301)  402-6251 

Inquiries  regarding  fiscal  matters  may  be  addressed  to: 

Sharon  Hunt 

Division  of  Extramural  Activities 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Suite  400-B 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  402-0909 

FAX:  (301)  402-6251 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.173.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 


. 22,  No.  17  - April  30, 
21 


NIH  Guide  for  Grants  and  Contracts  - Vol 


1993 


?) 





. 


For  Grants 
and 

Contracts 


NOTICE  OF  MAILING  CHANGE 

□ Check  here  if  you  wish  to  discon- 
tinue receiving  this  publication 


□ Check  here  if  your  address  has 
changed  and  you  wish  to  continue 
receiving  this  publication.  Make  cor- 
rections below  and  mail  this  page  to: 


NIH  Guide 

Printing  & Reproduction  Branch 
National  Institutes  of  Health  Room  B4BN23, 
Building  31,  Bethesda,  Maryland  20892 


U.S.  DEPARTMENT  OF  HEALTH 
AND  HUMAN  SERVICES 

OFFICAL  BUSINESS 
Penalty  for  Private  Use,  $300 


FIRST-CLASS  MAIL 
POSTAGE  & FEES  PAID 
DHHS/NIH 
Permit  No.  G-763 


The  NIH  Guide  announces  scientific 
initiatives  and  provides  policy  and  ad- 
ministrative information  to  individuals 
and  organizations  who  need  to  be  kept 
informed  of  opportunitites,  require- 
ments, and  changes  in  extramural 
programs  administered  by  the  National 
Institutes  of  Health. 

Vol.  22,  No.  18 
May  7,  1993 


RICHARD  U HURRY  « 340189 

*»Si350E#» 

929  WILD  FOREST  DRIVE 
GAITHERSBURG  HD  20879  0000 


NIH  GUIDE  • Vol . 22.  No.  18  - May  7.  1993 


NOTICES  OF  AVAILABILITY  CRFPs  AND  RFAs) 


NATIONAL  CENTER  FOR  THE  ADVANCEMENT  OF  PREVENTION  (RFP  277-93-1013)  1 

Center  for  Substance  Abuse  Prevention 
INDEX:  SUBSTANCE  ABUSE  PREVENTION 

PREVENTION  CLINICAL  TRIALS  UTILIZING  INTERMEDIATE  ENDPOINTS  AND  THEIR  MODULATION  BY 

CHEMOPREVENTIVE  AGENTS  (RFA  CA-93-021)  2 

National  Cancer  Institute 
INDEX:  CANCER 

INTERVENTIONS  IN  DIABETES  AMONG  MINORITY  POPULATIONS  (RFA  DK-93-023)  4 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Center  for  Nursing  Research 

INDEX:  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES;  NURSING  RESEARCH 

COMMUNITY  CLINICAL  ONCOLOGY  PROGRAM  (RFA  CA-93-025)  7 

National  Cancer  Institute 
INDEX:  CANCER 

MINORITY-BASED  COMMUNITY  CLINICAL  ONCOLOGY  PROGRAM  (RFA  CA-93-026)  9 

National  Cancer  Institute 
INDEX:  CANCER 

SMALL  GRANTS  PROGRAM  FOR  NURSING  AND  BIOLOGY  INTERFACE  (RFA  NR-93-005)  12 

National  Center  for  Nursing  Research 
INDEX:  NURSING  RESEARCH 

NON- INSULIN  DEPENDENT  DIABETES  PRIMARY  PREVENTION  TRIAL  (RFA  DK-93-007)  14 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Child  Health  and  Human  Development 
Office  of  Research  on  Minority  Health 


INDEX:  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES;  CHILD  HEALTH,  HUMAN  DEVELOPMENT;  MINORITY  HEALTH 

NIDDM  PRIMARY  PREVENTION  TRIAL:  DATA  COORDINATING  CENTER  (RFA  DK-93-008)  16 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
INDEX:  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES 


This  publication  is  also  available  electronically  to  institutions  via  BTTNET  or  INTERNET.  Alternative  access  is  through  the  NIH  Grant  Line  using 
a personal  computer  (data  line  301/402-2221).  Contact  Dr.  John  James  at  301/594-7270  for  details,  or  send  an  E-mail  message  to  ZNS@NIHCU. 


NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 
NATIONAL  CENTER  FOR  THE  ADVANCEMENT  OF  PREVENTION 


NIH  Guide.  Volume  22,  Number  18,  May  7,  1993 
RFP  AVAILABLE:  277-93-1013 
P.T.  34;  K.W.  0404009,  0745027 
Center  for  Substance  Abuse  Prevention 

The  Center  for  Substance  Abuse  Prevention  (CSAP)  proposes  to  award  a three  year  cost -reimbursement,  level -of-ef fort  type 
contract  to  establish  a National  Center  for  the  Advancement  of  Prevention,  which  will  assist  CSAP  in  achieving  its 
mission  by  developing  and  providing  knowledge  synthesis  and  transfer  mechanisms,  providing  proactive  technical  assistance 
to  States  and  through  the  States  to  the  field,  and  by  developing  and  providing  state-of-the-art  evaluation  methodologies 
and  tools.  The  Center  is  expected  to  be  composed  of  a core,  which  would  handle  coordination  and  administrative 
responsibilities,  and  three  components,  one  for  each  of  the  areas  previously  stated.  The  Center  will  require  a group 
of  highly  skilled  experts  in  the  areas  of  substance  abuse  prevention  services,  evaluation  and  research,  cost/benefit 
analysis,  needs  assessment,  instrument  development,  statistics,  computer  programming,  database  and  communications 
systems,  other  social  sciences  and  training.  These  experts  will  support  CSAP's  mission  by  providing  state-of-the-art 
knowledge  to  enhance  the  effectiveness  of  substance  abuse  prevention  programs  in  the  State  and  in  communities. 
Additionally,  three  options  are  proposed  within  the  contract.  Option  I concerns  expanding  and  elaborating  effective 
prevention  strategy  models,  guidelines,  and  protocols.  Option  II  concerns  the  development  of  a prototype  for  a possible 
regional  system  for  dissemination,  technical  assistance,  and  training  and  Option  III  concerns  performing  developmental 
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work  for  the  future  national  prevention  database  and  potential  community  based  surveillance  systems  to  monitor  alcohol 
and  other  drug  abuse  incidence,  prevalence,  and  related  sequelae.  It  is  estimated  that  36  months  will  be  required  for 
this  project.  However,  two  separate  one-year  extension  options  are  also  included. 

INQUIRIES 

This  is  an  announcement  for  an  anticipated  Request  For  Proposal  (RFP).  RFP  No.  277-93-1013  will  be  available 
approximately  May  14,  1993,  with  a closing  date  tentatively  set  for  June  17,  1993.  Requests  for  the  RFP  along  with  two 
self-addressed  labels  must  be  submitted  in  writing  to: 

Catherine  Kellington 

Contract  Management  Branch 

Center  for  Substance  Abuse  Prevention 

5600  Fishers  Lane 

Rockwall  II  Building,  Room  670 

Rockville,  MD  20857 

PREVENTION  CLINICAL  TRIALS  UTILIZING  INTERMEDIATE  ENDPOINTS  AND  THEIR  MODULATION  BY  CHEHOPREVENTIVE  AGENTS 

NIH  Guide.  Volume  22,  Number  18,  May  7,  1993 
RFA  AVAILABLE:  CA-93-021 

P.T.  34;  K.W.  0715035,  0755015,  0710095,  0740018 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  May  28,  1993 
Application  Receipt  Date:  August  12,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Division  of  Cancer  Prevention  and  Control  (DCPC),  National  Cancer  Institute  (NCI),  invites  applications  for 
cooperative  agreements  to  support  clinical  trials  that  are  directed  toward  examining  the  role  of  various  chemopreventive 
agents  and/or  diet  in  the  prevention  of  cancer.  This  is  a follow-up  to  earlier  RFAs  which  had  requested  grants,  and 
then  later  cooperative  agreement  proposals  in  this  area. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Prevention  Clinical  Trials 
Utilizing  Intermediate  Endpoints  and  Their  Modulation  by  Chemopreventive  Agents,  is  related  to  the  priority  area  of 
cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00476-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Applicants  funded  under  this  RFA  will  be  supported  through  the  cooperative  agreement  (U10)  mechanism  for  which 
substantial  NIH  programmatic  staff  involvement  is  expected.  An  assistance  relationship  will  exist  between  NCI  and  the 
awardees  to  accomplish  the  purpose  of  the  activity.  The  recipients  will  have  primary  responsibility  for  the  development 
and  performance  of  the  activity.  However,  there  will  be  government  involvement  with  regard  to  (1)  assistance  securing 
an  Investigational  New  Drug  (IND)  approval  from  the  Food  and  Drug  Administration  (FDA),  (2)  monitoring  of  safety  and 
toxicity  and,  (3)  coordination  and  assistance  in  obtaining  the  chemopreventive  agent,  (4)  quality  assurance  with  regard 
to  the  clinical  chemistry  aspects  of  the  study.  Responsibility  for  planning,  direction,  and  execution  of  the  proposed 
project  will  be  solely  that  of  the  applicant.  The  total  project  period  for  applications  submitted  in  response  to  the 
present  RFA  may  not  exceed  five  years. 

This  RFA  will  be  issued  annually  for  three  years.  Future  unsolicited  continuation  applications  will  compete  with  all 
other  investigator-initiated  applications  and  be  reviewed  by  a study  section  in  the  Division  of  Research  Grants. 
However,  if  the  NCI  determines  that  there  is  sufficient  continuing  program  need,  NCI  may  invite  all  funded  recipients 
to  submit  competing  continuation  applications.  Competing  continuation  applications  will  not  compete  with  new 
applications  for  funding. 

FUNDS  AVAILABLE 

Approximately  $1.5  million  in  total  costs  for  the  first  year  will  be  commi t ted  to  fund  appl i cat  ions  submi tted  in  response 
to  this  RFA.  The  project  period  may  not  exceed  five  years.  It  is  anticipated  that  three  to  five  awards  will  be  funded. 

This  level  of  support  is  dependent  on  the  receipt  of  sufficient  number  of  applications  of  high  scientific  merit. 
Although  this  program  is  provided  for  in  the  financial  plans  of  the  NCI,  awards  pursuant  to  this  RFA  are  also  contingent 
upon  the  availability  of  funds  for 
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this  purpose. 

RESEARCH  OBJECTIVES 

The  major  objective  of  this  solicitation  is  to  encourage  cancer  chemoprevention  clinical  trials  that  utilize  biochemical 
and/or  biological  markers  to  identify  populations  at  risk  and/or  to  provide  intermediate  endpoints  that  may  predict  later 
reduction  in  cancer 
incidence  rates. 

These  studies  may  be  developed  in  phases,  including  a pilot  phase,  which  could  later  proceed  to  a full  scale 
intervention.  The  main  emphasis  should  be  on  small,  efficient  studies  aimed  at  improving  future  research  designs  of 
chemoprevention  trials,  providing  biologic  understanding  of  what  is  happening  in  the  trials,  or  providing  better,  more 
quantitative  and  more  efficient  endpoints  for  these  trials.  After  successful  completion  of  the  pilot  phase  (i.e., 
demonstrated  modulation  of  marker  endpoints  by  the  intervention),  subsequent  studies  could  include  a definitive  clinical 
trial  monitoring  the  test  system,  a cancer  incidence  or  mortality  endpoint,  and  a designated  agent. 

Investigators  may  apply  at  this  time  for  the  pilot  phase,  or  submit  an  application  for  both  the  pilot  and  definitive 
trial  studies.  However,  if  the  application  is  for  the  pilot  phase  only,  the  proposed  study  must  describe  its  relevance 
to  a clinical  application  and  utilize  a chemoprevent i ve  agent,  marker  test  system,  and  study  population  that  could  later 
be  the  subject  of  a full  scale,  double-blind,  randomized,  risk  reduction  clinical  trial.  Intermediate  marker  trials 
of  breast  cancer  chemoprevention  are  especially  encouraged. 

STUDY  POPULATION 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  give  special  attention  to  the  inclusion  of  women  and 
minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical  studies, 
a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not  be 
accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  May  28,  1993,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of 
subsequent  applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It 
allows  NCI  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Marjorie  Perloff  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  receipt  date  for  applications  is  August  12,  1993.  The  research  grant  application  form  PHS  398  (rev  - 9/91)  is  to 
be  used  in  applying  for  these  cooperative  agreements.  These  forms  are  available  at  most  institutional  offices  of 
sponsored  research;  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health, 
Westwood  Building,  5333,  Room  449  Bethesda,  MD  20892,  telephone  301/594-7248;  and  from  the  NCI  Program  Director  named 
below. 

The  RFA  label  available  in  the  application  form  PHS  398  must  be  affixed  to  the  bottom  of  the  face  page.  Failure  to  use 
this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee  in  time 
for  review.  In  addition,  the  title  of  the  application,  "Prevention  Clinical  Trials  Utilizing  Intermediate  Endpoints 
and  Their  Modulation  by  Chemoprevent ive  Agents",  and  the  RFA  number,  CA-93-021,  must  be  typed  in  block  2a  of  the  face 
page  of  the  application  form. 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  three  signed,  exact,  clear  and 
single-sided  photocopies,  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Ms.  Toby  Friedberg,  Referral  Officer 
Division  of  Extramural  Activities 
National  Cancer  Institute 
Executive  Plaza  North,  Room  636 
6130  Executive  Boulevard 
Bethesda,  MD  20892 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  (initially)  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  Evaluation  for  responsiveness 
to  the  RFA  is  an  NCI  program  staff  function.  Applications  will  be  judged  to  determine  if  they  meet  the  goals  and 
objectives  of  the  program  as  described  in  the  RFA.  Applications  that  are  judged  non- responsive  will  be  returned,  but 
may  be  submitted  as  investigator  initiated  grants  at  the  next  receipt  date. 
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Those  applications  judged  to  be  both  competitive  and  responsive  will  be  further  evaluated,  using  the  review  criteria 
shown  below,  for  scientific  and  technical  merit  by  an  appropriate  peer  review  group  convened  by  the  Division  of 
Extramural  Activities,  NCI.  The  second  level  of  review  by  the  National  Cancer  Advisory  Board  considers  the  special  needs 
of  the  Institute  and  the  priorities  of  the  National  Cancer  Program. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  requests  for  the  RFA,  inquiries  regarding  programmatic  issues,  and  address  the  letter  of  intent  to: 

Marjorie  Perloff,  M.D. 

Chemoprevention  Branch 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  201 
Bethesda,  MD  20892 
Telephone:  (301)  496-8563 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Ei leen  Natol i 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Suite  243 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800  Ext.  56 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Number  93.399,  Cancer  Control .Awards  will  be 
made  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV,  Section  301  (Public  Law  78-410,;  42  U.S.C.  241, 
and  Section  412,  as  amended  by  Public  Law  99-158,  42  U.S.C.  258a-1);  and  administered  under  PHS  grant  policies  and 
Federal  regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

INTERVENTIONS  IN  DIABETES  AMONG  MINORITY  POPULATIONS 

NIH  Guide.  Volume  22,  Number  18,  May  7,  1993 

RFA  AVAILABLE:  DK-93-023 

P.T.  34,  FF;  K.W.  0715075,  0785035,  0745027 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Center  for  Nursing  Research 

Letter  of  Intent  Receipt  Date:  July  20,  1993 
Application  Receipt  Date:  August  20,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

This  RFA  invites  new  and  experienced  investigators  to  submit  clinical  research  applications  designed  to  develop  and 
validate  intervention  approaches  for  the  amelioration  or  prevention  of  diabetes  mellitus  and/or  its  complications  among 
minority  populations,  including  African,  Asian,  and  Hispanic  Americans,  Native  Hawaiians,  and  Pacific  Islanders.  This 
RFA  is  a follow-up  to  the  RFA  DK-91-09  "Research  Planning  Grant:  Diabetes  in  Minority  Populations."  However,  respondents 
to  this  RFA  are  not  restricted  to  those  having  previously  received  a planning  grant  under  the  prior  RFA.  Applications 
are  encouraged  from  any  interested  investigators  regardless  of  their  prior  record  of  grant  support.  Although  this  RFA 
is  designed  to  develop  and  validate  interventions  for  preventing  diabetes  mellitus  and/or  its  complications,  the  National 
Institute  of  Diabetes  and  Digestive  Kidney  Diseases  is  announcing  another  RFA  (DK-93-007)  specifically  for  clinical 
centers  to  design  and  implement  a full-scale,  multi-center  clinical  trial  to  evaluate  the  efficacy  of  interventions 
designed  to  delay  or  prevent  onset  of  non-insulin  dependent  diabetes  mellitus  in  individuals  at  increased  risk  for  the 
disease. 

The  present  RFA  focuses  on  the  specific  minority  populations  as  indicated  above.  An  earlier  RFA  (DK-92-  17)  was  designed 
for  studies  with  Native  Americans  and  Alaskan  Natives.  While  studies  involving  these  populations  are  not  responsive 
to  the  present  RFA,  investigators  interested  in  working  with  these  groups  are  advised  to  submit  applications  through 
the  normal  NIH  investigator-initiated  review  process.  The  NIDDK  and  the  National  Center  for  Nursing  Research  seek  to 
encourage  research  on  all  minority  populations. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Intervention  Studies  in 
Diabetes  Among  Minority  Populations,  is  specifically  targeted  at  diabetes  mellitus  and  its  complications  as  a major 
public  health  problem.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001 -00474-0)  or  "Healthy  People  2000"  (Sunmary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone:  202-783-3238). 
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ELIGIBILITY  REQUIREMENTS 


Applications  may  be  submitted  by  domestic  and  foreign  non-profit  and  for-profit  organizations,  public  and  private,  such 
as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local  governments  and  eligible  agencies  of  the 
Federal  government. 

Teams  of  applicants  are  encouraged  which  could  include  universities,  public  health  departments,  voluntary  organizations, 
and  health  clinics.  Among  a team  of  applicants,  one  institution  must  be  proposed  as  the  lead  organization  to  serve  as 
the  Grantee  Institution  and  assume  responsibility  for  the  fiscal  and  programmatic  conduct  of  the  project.  Other  members 
of  the  team  should  be  proposed  based  on  individual  consortium  agreements  (subcontracts)  with  those  organizations.  The 
grantee  organization  and  any  proposed  consortium  must  have  the  staff  and  facilities  required  for  the  proposed  program. 
Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  NIH  research  project  grant  (R01)  award.  Responsibility  for  the  planning, 
direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Awards  will  be  administered  under 
PHS  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement.  This  RFA  is  a one-time  solicitation.  Future  unsolicited 
competing  continuation  applications  will  compete  with  all  investigator-initiated  applications  and  be  reviewed  according 
to  the  customary  peer  review  procedures.  The  total  requested  project  period  for  applications  submitted  in  response  to 
this  RFA  may  not  exceed  five  years.  A maximum  of  three  years  can  be  requested  for  foreign  awards.  The  earliest  possible 
award  date  will  be  April  1,  1994.  Applicants  must  limit  their  request  to  not  more  than  $160,000  direct  costs  for  the 
initial  budget  period.  The  average  size  of  a grant  is  expected  to  be  approximately  $190,000  total  costs. 

FUNDS  AVAILABLE 

For  fiscal  year  1994,  $2.2  million  will  be  committed  to  fund  applications  submitted  in  response  to  this  RFA.  The  NIDDK 
and  the  NCNR  plan  to  support  approximately  10  to  12  applications  submitted  in  response  to  this  solicitation.  However, 
this  funding  level  is  dependent  upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIDDK  and  the  NCNR,  the  award  of  grants  pursuant 
to  this  RFA  is  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Diabetes  mellitus  and  its  complications  are  major  public  health  problems  in  the  United  States  today.  The  National 
Institutes  of  Health  has  encouraged  research  into  the  cause,  cure  and  prevention  of  diabetes  and  its  related  endocrine 
and  metabolic  disorders.  The  overall  objective  of  this  RFA  is  to  stimulate  original  and  innovative  studies  directed 
at  the  elucidation  of  practical  methods  for  the  reduction  of  the  public  health  burden  of  diabetes  in  African,  Asian  and 
Hispanic  Americans,  Pacific  Islanders,  and  Native  Hawaiians.  Examples  of  research  topics  relevant  to  this  solicitation 
are  listed  below,  they  should  not  be  construed  as  required  or  limiting.  Responsive  applications  to  this  RFA  include: 

o Development  and  validation  of  efficacious  strategies  for  changing  health  behaviors  of  people  with  or  at  high  risk 

for  diabetes  with  specific  emphasis  on  high  risk  populations. 

o Development  and  validation  of  interventions  designed  to  prevent  NIDDK  or  its  major  risk  factors,  such  as  obesity, 

on  a community  wide  basis  for  high  risk 

populations. 

o Development  and  validation  of  interventions  designed  to  prevent  NIDDM  in  targeted  high  risk  subgroups  (e.g., 
documented  impaired  glucose  tolerance,  history  of  gestational  diabetes,  obese  children  or  young  adults,)  within  the 
population. 

o Development  and  validation  of  interventions  designed  to  improve  the  care  of  minority  patients  with  NIDDM. 

o Development  and  validation  of  interventions  designed  to  reduce  or  prevent  the  long-term  complications  of  diabetes 

among  minority  populations. 

o Clinical  studies  of  the  physiologic  effects  of  alternative  pharmacologic  and  non-pharmacologic  interventions  for 
the  treatment  of  NIDDM  in  minority  populations. 

SPECIAL  REQUIREMENTS 

The  research  team,  composed  of  the  Principal  Investigator  and/or  collaborators,  must  include  individual (s)  who  are 
experienced  in  clinical  research.  Involvement  of  individuals  who  have  demonstrated  experience  working  with  or  delivering 
health  services  to  minority  populations  is  highly  desirable.  The  application  should  include  a succinct  discussion  of 
previous  relevant  investigational  and  health  care  activities.  Letters  of  collaboration  should  be  included  for  all 
proposed  consultants/collaborators.  The  applicant  must  demonstrate  that  the  research  team  has  an  understanding  of  and 
sensitivity  to  the  target  population.  Where  specific  language  or  cultural  barriers  are  important,  the  applicant  must 
provide  a plan  for  addressing  these  barriers. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit,  by  July  20,  1993,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  If  allows  NIDDK 
staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Chief,  Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 
Telephone:  (301)  594-7515 

APPLICATION  PROCEDURES 

Applications  are  to  be  submitted  using  form  PHS-398  (rev.  9/91),  available  in  the  office  of  sponsored  research  of  most 
academic  or  research  institutions  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National 
Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301-594-7248.  The  RFA  label 
available  in  the  PHS  398  application  form  must  be  affixed  to  the  bottom  of  the  face  page.  Detailed  instructions  on 
submission  procedures  are  described  in  the  RFA. 

REVIEW  CONSIDERATIONS 

Applications  that  are  complete  and  responsive  to  the  RFA  will  be  evaluated  by  an  appropriate  peer  review  group  convened 
by  the  NIDDK  in  accordance  with  the  usual  NIH  peer  review  procedures.  Following  review,  the  applications  will  be  given 
a secondary  review  by  the  NIDDK  Advisory  Council  unless  not  recommended  for  further  consideration  by  the  initial  review 
group.  Applications  that  are  incomplete  or  unresponsive  to  the  RFA  will  be  returned  to  the  applicant  or  held  until  the 
next  regular  receipt  date  and  reviewed  by  the  Division  of  Research  Grants. 

INQUIRES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  Requests  for  the  RFA  and  inquiries  regarding 
programmatic  issues  may  be  directed  to: 

Charles  A.  Wells,  Ph.D. 

Division  of  Diabetes,  Endocrinology,  and  Metabolic  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  622 
Bethesda,  MD  20892 
Telephone:  (301)  594-7505 

June  R.  Lunney,  Ph.D.,  R.N. 

Acute  and  Chronic  Illness  Branch 
National  Center  for  Nursing  Research 
Westwood  Building,  Room  754 
Bethesda,  MD  20892 
Telephone:  (301)  594-7397 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Ms.  Betty  Bai ley 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 

Sally  A.  Nichols 

Grant  Management  Officer 

National  Center  for  Nursing  Research 

Westwood  Building,  Room  748 

Bethesda,  MD  20892 

Telephone:  (301)  594-7498 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No  93.848.  Awards  are  made  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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COMMUNITY  CLINICAL  ONCOLOGY  PROGRAM 


NIH  Guide.  Volume  22,  Number  18,  May  7,  1993 
RFA  AVAILABLE:  CA-93-025 

P.T.  34;  K.W.  0715035,  0755015,  0745027,  0403004 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  June  25,  1993 
Application  Receipt  Date:  August  24,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  Division  of  Cancer  Prevention  and  Control  (DCPC),  National  Cancer  Institute  (NCI),  invites  applications  from  domestic 
institutions  for  cooperative  agreements  to  the  Community  Clinical  Oncology  Program  (CCOP).  New  community  and  research 
base  applicants  and  currently  funded  programs  are  invited  to  respond  to  this  RFA. 

This  issuance  of  the  CCOP  RFA  seeks  to  build  on  the  strength  and  demonstrated  success  of  the  CCOP  over  the  past  ten  years 
by  continuing  the  program  to  support  community  participation  in  cancer  treatment  and  cancer  prevention  and  control 
clinical  trials  through  research  bases  (clinical  cooperative  groups  and  cancer  centers  supported  by  NCI)  and  utilizing 
the  CCOP  network  for  conducting  NCI -assisted  cancer  prevention  and  control  research. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Community  Clinical  Oncology 
Program,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-  00473-1)  through 
the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

New  applicants  and  currently  funded  programs  are  eligible  as  described  below.  Two  types  of  grantees  are  eligible  to 
apply:  community  programs  and  research  bases.  Community  applicants  may  be  a hospital,  a clinic,  a group  of  practicing 
physicians,  a health  maintenance  organization  (HMO)  or  a consortium  of  these.  Community  programs  (CCOPs)  will  be 
required  to  enter  patients  onto  NCI-approved  treatment  and  cancer  prevention  and  control  clinical  trials  through  the 
research  base(s)  with  which  each  CCOP  is  affiliated. 

Research  base  applicants  must  be  either  an  NCI-funded  clinical  trials  cooperative  group  or  cancer  center.  Research  bases 
will  be  required  to  provide  clinical  research  treatment  and  cancer  prevention  and  control  protocols,  monitor  the  quality 
research  and  follow  CCOP  accrual. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  Cooperative  Agreement  (U10)  an  assistance  mechanism  in  which  substantial 
NCI  programmatic  involvement  with  the  recipient  during  performance  of  the  planned  activity  is  anticipated,  to  assist 
awardees  in  the  planning,  direction,  and  execution  of  the  proposed  project.  The  total  project  period  for  applications 
submitted  in  response  to  this  RFA  may  not  exceed  three  years  for  new  applicants  and  five  years  for  applicants  currently 
supported  under  this  program.  Currently  supported  applicants  will  be  funded  for  three,  four,  or  five  years  depending 
upon  priority  score/percentile,  review  committee  recommendations,  and  programmatic  considerations. 

FUNDS  AVAILABLE 

It  is  anticipated  that  up  to  $4.2  million  in  total  costs  per  year  for  five  years  will  be  committed  to  specifically  fund 
applications  which  are  submitted  in  response  to  this  RFA.  Of  the  total,  approximately  $1.8  million  will  be  committed 
to  research  bases  and  approximately  $2.4  million  to  CCOPs.  It  is  anticipated  that  up  to  three  research  base  awards  and 
up  to  15  CCOP  awards  will  be  made.  This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of 
applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans  of  NCI,  awards 
pursuant  to  this  RFA  are  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Background 

Over  80  percent  of  patients  with  cancer  are  treated  in  the  community.  The  CCOP  was  initiated  in  1983  to  bring  the 
benefits  of  clinical  research  to  cancer  patients  in  their  own  communities  by  providing  support  for  physicians  to  enter 
patients  onto  treatment  research  protocols.  The  second  RFA,  issued  in  1986,  expanded  the  focus  to  include  cancer 
prevention  and  control  research.  In  1992,  there  were  51  programs  in  27  states  involving  over  300  hospitals  and  over 
2,800  physicians.  Approximately  5,000  patients  were  entered  onto  treatment  trials  and  4,000  subjects  per  year  on  cancer 
prevention  and  control  studies. 

Cancer  prevention  and  control  research  in  the  CCOPs  is  aimed  at  reducing  cancer  incidence,  morbidity,  and  mortality 
through  the  identification,  testing,  and  evaluation  of  interventions  in  controlled  clinical  trials.  The  80  protocols 
activated  to  date  cover  the  full  spectrum  of  cancer  prevention  and  control  research,  including  chemoprevention  and  marker 
studies  for  future  prevention  interventions,  smoking  cessation  studies,  screening  and  early  detection,  and  pain  control 
and  other  symptom  management  interventions. 
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Goals  and  Scope 


The  CCOP  initiative  is  designed  to  bring  the  advantages  of  state-of-the-art  treatment  and  cancer  prevention  and  control 
research  to  individuals  in  their  own  communities  by  having  practicing  physicians  and  their  patients/subjects  participate 
in  NCI-approved  treatment  and  cancer  prevention  and  control  clinical  trials.  The  CCOP  also  provides  a mechanism  to 
increase  the  involvement  of  primary  health  care  providers  and  other  health  care  specialists  in  treatment  and  cancer 
prevention  and  control  research  and  provides  an  opportunity  for  education  and  exchange  of  information  on  new 
technologies. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  June  25,  1993,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NCI 
staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review.  Letters  of 
intent  are  to  be  sent  to  Dr.  Leslie  G.  Ford  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  cooperative  agreements.  These 
forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/594- 
7248;  and  from  the  NCI  program  official  listed  under  INQUIRIES. 

A suggested  format  will  be  sent  to  all  applicants  requesting  the  RFA  or  submitting  a letter  of  intent.  Applicants  are 
strongly  encouraged  to  use  the  suggested  format  instructions  in  completing  the  PHS  398.  Submit  a signed,  typewritten 
original  of  the  application,  including  the  Checklist,  and  three  signed,  exact,  clear,  and  single-sided  photocopies,  in 
one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Ms.  Toby  Friedberg 
Review  Logistics  Branch 
National  Cancer  Institute 
Executive  Plaza  North,  Room  636 
6130  Executive  Boulevard 
Rockville,  MD  20852 

Applications  must  be  received  by  August  24,  1993.  If  an  application  is  received  after  that  date,  it  will  be  returned 
to  the  applicant. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  Division  of  Research  Grants  staff  or  completeness  and  NCI  staff  for 
responsiveness.  Incomplete  or  non- responsive  applications  will  be  returned  to  the  applicant  without  further 
consideration. 

If  the  number  of  applications  is  large  compared  to  the  number  of  awards  to  be  made,  applications  may  receive  a 
preliminary  scientific  peer  review  (triage)  to  determine  their  relative  competitiveness.  The  NCI  will  withdraw  from 
further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant  Principal 
Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further  scientific 
merit  review  in  accordance  with  the  criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review 
group  convened  by  the  Division  of  Extramural  Activities,  NCI.  The  second  level  of  review  will  be  provided  by  the 
National  Cancer  Advisory  Board. 

Review  Criteria 

Review  Criteria  for  CCOP  applicants  include  the  ability  to  accrue  a minimum  of  50  credits  per  year  to  cancer  prevention 
and  control  clinical  trials  and  at  least  50  credits  to  cancer  treatment  clinical  trials.  Review  criteria  for  Research 
Bases  include  the  ability  to  design  appropriate  treatment  and/or  prevention  and  control  clinical  trials.  For  both  CCOPs 
and  Research  Bases  the  qualifications  and  experience  of  personnel  and  the  stability  and  past  performances  of  the 
functional  unit  applying  will  also  be  considered.  The  review  group  will  critically  examine  submitted  budgets  and 
recommend  an  appropriate  budget  and  period  of  support. 
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AWARD  CRITERIA 


The  anticipated  date  of  award  is  June  1,  1994.  NCI  program  staff  will  take  into  account  demographic  and  geographic 
distribution  of  applicants  in  the  final  funding  selection  process  to  assure  inclusion  of  minority  and  undeserved 
populations.  Multiple  CCOP  applicants  for  funding  who  are  competing  for  the  same  patient  population  will  be  considered, 
but  all  may  not  be  awarded  unless  warranted  by  the  population  density. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA,  inquiries  concerning  the  objectives  and  scope  of  this  RFA,  or  whether  or 
not  specific  proposed  research  are  responsive  are  encouraged  and  may  be  directed  to: 

Leslie  G.  Ford,  M.D. 

Community  Oncology  and  Rehabilitation  Branch 
National  Cancer  Institute 
Executive  Plaza  North,  Room  300-D 
Bethesda,  MD  20892 
Telephone:  (301)  496-8541 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Crystal  Elliott 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Room  243 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  Ext.  19 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  13.399,  Cancer  Control.  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 

MINORITY- BASED  COH1UNITY  CLINICAL  ONCOLOGY  PROGRAM 


NIH  Guide.  Volume  22,  Number  18,  May  7,  1993 
RFA  AVAILABLE:  CA-93-026 

P.T . 34,  FF;  K.W.  0715035,  0755015,  0745027,  0403004 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  June  25,  1993 
Application  Receipt  Date:  August  24,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES  BELOW. 

PURPOSE 

The  Division  of  Cancer  Prevention  and  Control  (DCPC),  National  Cancer  Institute  (NCI),  is  interested  in  continuing  the 
established  cancer  control  effort  which  involves  practicing  oncologists  who  serve  large  minority  populations  in  the 
NCI  clinical  trials  program.  DCPC  invites  applications  from  domestic  institutions  with  greater  than  50  percent  of  new 
cancer  patients  from  minority  populations  for  cooperative  agreements  in  response  to  this  Minority-Based  Community 
Clinical  Oncology  Program  (MBCCOP)  RFA. 

This  issuance  of  the  MBCCOP  RFA  seeks  to  build  on  the  strength  and  demonstrated  success  of  the  MBCCOP  over  the  past  three 
years  by:  (1)  continuing  the  program  as  a vehicle  for  supporting  community  participation  in  treatment  and  cancer 
prevention  and  control  clinical  trials  through  research  bases  (clinical  cooperative  groups  and  cancer  centers  supported 
by  NCI);  (2)  expanding  and  strengthening  the  cancer  prevention  and  control  research  effort;  (3)  utilizing  the  MBCCOP 
network  for  conducting  NCI-assisted  cancer  prevention  and  control  research;  and  (4)  evaluating  on  a continuing  basis 
MBCCOP  performance  and  its  impact  in  the  community. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Minority  - based  Community 
Clinical  Oncology  Program,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 

017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

New  applicants  and  currently  funded  programs  are  eligible  as  described  below.  Community  applicants  may  be  a hospital, 
a clinic,  a group  of  practicing  physicians,  a health  maintenance  organization  (HMO)  or  a consortium  of  these.  Applicants 
must  have  greater  than  50  percent  of  new  cancer  patient  population  from  minority  ethnic  groups.  MBCCOPs  will  be  required 

NIH  Guide  for  Grants  and  Contracts  - Vol.  22,  No.  18  - May  7,  1993 

9 


to  enter  patients  onto  NCI-approved  treatment  and  cancer  prevention  and  control  clinical  trials  through  the  research 
base(s)  with  which  each  MBCCOP  is  affiliated. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  Cooperative  Agreement  (410)  an  assistance  mechanism  in  which  substantial 
NCI  programmatic  involvement  with  the  recipient  during  performance  of  the  planned  activity  is  anticipated,  to  assist 
awardees  in  the  planning,  direction,  and  execution  of  the  proposed  project.  The  anticipated  amount  of  the  direct  cost 
awards  will  range  from  $100,000  to  $200,000.  The  total  project  period  for  applications  submitted  in  response  to  this 
RFA  may  not  exceed  three  years  for  new  applicants  and  four  years  for  applicants  currently  supported  under  this  program. 
Currently  supported  applicants  will  be  funded  for  three  or  four  years  depending  upon  priority  score/percentile,  review 
committee  recommendations,  and  program  considerations. 

FUNDS  AVAILABLE 

It  is  anticipated  that  up  to  $2.7  million  in  total  costs  per  year  for  four  years  will  be  committed  to  specifically  fund 
applications  which  are  submitted  in  response  to  this  RFA.  It  is  anticipated  that  up  to  12  MBCCOP  awards  will  be  made. 
This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 
Although  this  program  is  provided  for  in  the  financial  plans  of  NCI,  awards  pursuant  to  this  RFA  are  contingent  upon 
the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Background 

Overall,  cancer  incidence  and  mortality  rates  for  many  cancer  sites  in  minority  populations  are  higher  compared  to 
whites.  Survival  rates  from  cancer  in  minority  populations  are  also  less  than  in  whites.  One  way  to  develop  and 
implement  effective  cancer  treatment,  prevention  and  control  strategies  in  minority  populations,  and  thereby  reduce 
disparities  in  cancer  incidence,  morbidity,  and  survival  rates  between  whites  and  minority  populations,  is  to  provide 
broader  access  to  benefits  of  clinical  research  and  greater  involvement  of  minority  populations  in  the  clinical  trials 
process. 

NCI's  clinical  trials  network  has  evolved  over  the  past  30  years.  The  major  NCI  program  initiatives  supporting  this 
network  are  the  Clinical  Cooperative  Group  Program,  the  Cancer  Centers  Program,  the  Cooperative  Group  Outreach  Program, 
and  the  Community  Clinical  Oncology  Program  (CCOP).  Treatment  and  cancer  prevention  and  control  clinical  trials  research 
funded  through  these  programs  provides  patients  and  their  physicians  with  access  to  state-of-the-art  cancer  care 
management  opportunities,  and  provides  oncologists  with  a source  of  continuing  education  on  innovations  in  cancer 
therapy,  diagnostic  techniques,  and  treatment  applications.  The  MBCCOP  is  an  extension  of  the  clinical  trials  network 
with  the  intent  of  including  populations  that  have  traditionally  been  unable  to  access  the  advantages  of  state  of  the 
art  cancer  care. 

Goals  and  Scope 

The  MBCCOP,  while  designed  to  increase  accrual  of  minority  patients  to  clinical  trials  is  also  an  opportunity  to  identify 
barriers  to  minority  participation  in  clinical  research  and  to  test  intervention  strategies  in  cancer  treatment, 
prevention  and  control. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  June  25,  1993,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NCI 
staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

Letters  of  intent  are  to  be  sent  to  Dr.  Otis  W.  Brawley,  at  the  address  listed  under  INQUIRIES. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be  used  in  applying  for  cooperative  agreements.  These 
forms  are  available  at  most  institutional  offices  of  sponsored  research;  from  the  Office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/594- 
7248;  and  from  the  NCI  program  official  listed  under  INQUIRIES. 

A suggested  format  will  be  sent  to  all  applicants  requesting  the  RFA  or  submitting  a letter  of  intent.  Applicants  are 
strongly  encouraged  to  use  the  suggested  format  instructions  for  completing  the  PHS  398.  Submit  a signed,  typewritten 
original  of  the  application,  including  the  Checklist,  and  three  signed,  exact,  clear  and  single  sided  photocopies,  in 
one  package  to: 
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Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  must  also  be  sent  to: 

Ms.  Toby  Friedberg 
Review  Logistics  Branch 
National  Cancer  Institute 
Executive  Plaza  North,  Room  636 
6130  Executive  Boulevard 
Rockville,  MD  20852 

Applications  must  be  received  by  August  24,  1993.  If  an  application  is  received  after  that  date,  it  will  be  returned 
to  the  applicant. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  Division  of  Research  ad  Grants  staff  for  completeness  and  NCI  staff  for 
responsiveness.  Incomplete  or  non- responsive  applications  will  be  returned  to  the  applicant  without  further 
consideration. 

If  the  number  of  applications  is  large  compared  to  the  number  of  awards  to  be  made,  applications  may  receive  a 
preliminary  scientific  peer  review  (triaged)  to  determine  their  relative  competitiveness.  The  NCI  will  withdraw  from 
further  competition  those  applications  judged  to  be  non-competitive  for  award  and  notify  the  applicant  Principal 
Investigator  and  institutional  official.  Those  applications  judged  to  be  competitive  will  undergo  further  scientific 
merit  review  in  accordance  with  the  criteria  stated  below  for  scientific/technical  merit  by  an  appropriate  peer  review 
group  convened  by  the  Division  of  Extramural  Activities,  NCI.  The  second  level  of  review  will  be  provided  by  the 
National  Cancer  Advisory  Board. 

Review  Criteria 

Review  Criteria  for  MBCCOP  applicants  include  the  ability  to  accrue  a minimum  of  50  credits  per  year  to  cancer  treatment 
clinical  trials  and  a minimum  of  30  credits  in  the  first  year  of  funding,  40  credits  in  the  second  year,  and  50  credits 
in  the  third  and  fourth  years  to  cancer  prevention  and  control  clinical  trials.  For  MBCCOPs  qualifications  and 
experience  of  personnel  and  the  stability  and  past  performances  of  the  functional  unit  applying  will  also  be  considered. 
The  review  group  will  critically  examine  submitted  budgets  and  recommend  an  appropriate  budget  and  period  of  support. 

AWARD  CRITERIA 

The  anticipated  date  of  award  is  June  1,  1994.  NCI  program  staff  will  take  into  account  demographic  and  geographic 
distribution  of  applicants  in  the  final  funding  selection  process  to  assure  inclusion  of  minority  and  undeserved 
populations.  Multiple  MBCCOP  applicants  for  funding  who  are  competing  for  the  same  patient  population  will  be 
considered,  but  all  may  not  be  awarded  unless  warranted  by  the  population  density. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA,  inquiries  concerning  the  objectives  and  scope  of  this  RFA,  or  about  whether 
or  not  specific  proposed  research  are  responsive  are  encouraged  and  may  be  directed  to: 

Otis  W.  Brawley  M.D. 

Community  Oncology  and  Rehabilitation  Branch 

National  Cancer  Institute 

Executive  Plaza  North,  Room  300 

Bethesda,  MD  20892 

Telephone:  (301)  496-8541 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Crystal  Elliott 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Room  243 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  Ext.  19 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  13.399,  Cancer  Control.  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45 
CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 
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SMALL  GRANTS  PROGRAM  FOR  NURSING  AND  BIOLOGY  INTERFACE 
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RFA  AVAILABLE:  NR-93-005 

P.T.  34;  K.W.  0785130,  1002000,  1002008 

National  Center  for  Nursing  Research 

Letter  of  Intent  Receipt  Date:  July  1,  1993 
Application  Receipt  Date:  September  22,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACTS  NAMED  IN  INQUIRES,  BELOW. 

PURPOSE 

The  Small  Grants  Program  (R03)  will  provide  limited  support  for  meritorious  research  that  develops  and  tests  innovative 
biological  or  molecular  techniques  for  solving  nursing  problems  or  answering  nursing  clinical  questions. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Small  Grants  Program  for 
Nursing  and  Biology  Interface,  is  related  to  the  priority  areas  of  physical  activity,  nutrition,  and  chronic  disabling 
conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00473-1) 
or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

The  research  proposed  must  utilize  state-of-the-science  biotechnology  and  be  an  integral  part  of  on-going  research  by 
a nurse  scientist.  The  ongoing  research  must  address  a clinical  issue  relevant  to  the  advancement  of  the  practice  of 
nursing.  The  applicant  Principal  Investigator  must  have  a Ph.D.  or  the  equivalent  and  an  R.N.  license.  If  the  applicant 
PI  is  not  actively  involved  in  a biological  science  or  molecular  biology  laboratory,  collaboration  with  a biological 
or  molecular  biology  scientist  is  required.  The  purpose  of  these  requirements  is  to  increase  the  numbers  of  beginning, 
mid-career  and  senior  nurse  researchers  using  state-of-the-science  biological  and  molecular  biology  technology  to  answer 
clinical  nursing  questions.  Nurse  scientists  funded  with  Fiscal  Year  1993  monies  in  response  to  RFA:  NR-92-04  are 
ineligible. 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Applications  from  women  and  minority  individuals  are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institute  of  Health's  (NIH)  Small  Grants  (R03)  Program  mechanism.  Responsibility  for 
the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant.  Awards  will  be 
administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement  (October  1,  1990). 
Each  grant  is  limited  to  $50,000  in  total  costs  for  the  entire  project  period.  The  Small  Grants  Program  is  a 
nonrenewable  award. 

FUNDS  AVAILABLE 

Approximately  $200,000  in  total  costs  will  be  committed  to  specifically  fund  applications  submitted  in  response  to  this 
RFA.  It  is  anticipated  that  four  applications  will  be  funded  up  to  two  years.  This  level  of  support  is  dependent  on 
the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in 
the  financial  plans  of  the  NCNR,  awards  pursuant  to  this  RFA  are  contingent  upon  the  availability  of  funds  for  this 
purpose. 

RESEARCH  OBJECTIVES 

This  RFA  has  two  distinct  aims:  (1)  To  stimulate  nurse  investigators  to  explore  innovative,  state-of-the-science 
research  using  biological  or  molecular  technology  in  order  to  answer  clinical  questions  and  nursing  problems,  and  (2) 
To  facilitate  use  of  state-of-the-science  biomolecular  techniques  by  nurse  researchers.  The  validation  of  nursing 
practice  by  the  application  of  biological  sciences  and  molecular  biology  into  nursing  research  requires  investigators 
to  have  the  ability  to  use  new  techniques  of  structural  and  integrative  biology,  genetics,  biophysics,  and  immunology. 

Example  of  Appropriate  Biotechnology  and  Research  Topics 

Biotechnology:  recombinant  DNA,  gene  mapping  and/or  sequencing,  signal  transduction,  crystallographic  analysis, 

peptide/protein  modeling  and  molecular  dynamics  simulation,  in  vitro  or  in  vivo  nuclear  magnetic  resonance  spectroscopy 
or  imaging,  positron  emission  tomography,  isotopic  scanning,  monoclonal  antibodies,  high  pressure  liquid/gas 
chromatography,  and  spectrophotometry. 

Topics 

o A nurse  scientist  who  investigates  interventions  to  treat  pain  might  be  interested  in  measuring  gene  expression  in 
the  dorsal  root  ganglia,  the  site  that  changes  amounts  of  messenger  RNA  after  tissue  and  nerve  injury. 
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o A nurse  scientist  who  investigates  interventions  to  treat  and  prevent  lead  poisoning  in  school  age  children,  might 
be  interested  in  identifying  blood  cell  markers  as  an  immunological  component  of  the  health  assessment  in  this 
population.  The  biotechnology  might  include  biological  and  biochemical  cellular  markers  to  identify  lead  poisoning. 

o A nurse  scientist  whose  basic  science  research  involves  identifying  homeostatic  mechanisms  for  regulating  calcium 
ion  concentration  in  cardiac  cells  might  choose  to  study  ionic  flux  and  control  as  mechanisms  in  the  degenerative  process 
of  cell  function. 

o A nurse  scientist  whose  clinical  research  is  symptom  management  of  complications  arising  from  type  II  diabetes  and 
obesity  might  be  interested  in  the  biochemical  characterization  of  insulin  resistance  seen  in  these  disorders.  The  R03 
application  might  propose  a study,  in  collaboration  with  a molecular  biologist,  of  insulin  function  at  the  molecular 
level . 

o A nurse  scientist  whose  clinical  research  is  the  quality  of  life  after  organ  transplantation  might  be  interested  in 
evaluating  immunologic  indices  of  patient  outcomes  after  bone  marrow  transplants.  The  R03  application  might  propose 
as  study,  in  collaboration  with  an  immunologist,  of  monoclonal  antibodies  produced  by  hybridomas  in  bone  marrow 
transplants. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not 
be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  July  1,  1993,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  name,  address,  and  telephone  number  of  the  PI,  the  identities  of  other  key  personnel  and 
participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NCNR 
staff  to  estimate  the  potential  review  workload  and  to  avoid  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Ethel  B.  Jackson,  DDS 

Office  of  Scientific  Review 

National  Center  for  Nursing  Research 

Building  31,  Room  5B19 

Bethesda,  MD  20892 

Telephone:  (301)  496-0472 

FAX:  (301)  480-4969 

APPLICATION  PROCEDURES 

The  RFA  contains  important  information  for  applicants  and  may  be  obtained  from  the  contacts  listed  under  INQUIRIES. 
The  application  receipt  date  is  September  22,  1993.  The  research  grant  application  form  PHS  398  (rev.  9/91)  is  to  be 
used.  These  forms  are  available  at  most  institutional  offices  of  sponsored  research  and  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301/594-7248.  Applications  must  be  submitted  to  the  NIH  Division  of  Research  Grants. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NCNR  staff  for  completeness  and  responsiveness.  Incomplete  applications 
will  be  returned  to  the  applicant  without  further  consideration.  Those  applications  that  are  complete  and  responsive 
will  be  evaluated  in  accordance  with  stated  criteria  for  scientific/technical  merit  by  an  appropriate  special  review 
group  organized  by  NCNR.  The  second  level  of  review  will  be  provided  by  the  National  Advisory  Council  for  Nursing 
Research. 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  are  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Hilary  D.  Sigmon,  Ph.D.,  R.N. 

Acute  and  Chronic  Illness  Branch 
National  Center  for  Nursing  Research 
Westwood  Building,  Room  754 
Bethesda,  MD  20892 
Telephone:  (301)  594-7397 
FAX:  (301)  594-7603 
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Direct  inquiries  regarding  fiscal  matters  to: 


Sally  A.  Nichols 

Grants  Management  Officer 

National  Center  for  Nursing  Research 

Westwood  Building,  Room  748 

Bethesda,  MD  20892 

Telephone:  (301)  594-7498 

FAX:  (301)  594-7603 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.361,  Nursing  Research.  Awards  are  made 
under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part 
74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 

NON- INSULIN  DEPENDENT  DIABETES  PRIMARY  PREVENTION  TRIAL 

NIH  Guide.  Volume  22,  Number  18,  May  7,  1993 

RFA  AVAILABLE:  DK-93-007 

P.T.  34;  K.U.  0715075,  0755015,  0745027 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Child  Health  and  Human  Development 
Office  for  Research  on  Minority  Health 

Letter  of  Intent  Receipt  Date:  September  17,  1993 
Application  Receipt  Date:  October  19,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK),  the  National  Institute  of  Child  Health 
and  Human  Development  (NICHD),  and  the  Office  for  Research  on  Minority  Health  (ORMH)  invite  cooperative  agreement 
applications  for  investigators  to  design  and  implement  a full-scale,  multicenter,  randomized  clinical  trial  to  evaluate 
the  efficacy  of  interventions  designed  to  delay  or  prevent  onset  of  non-insulin  dependent  diabetes  mellitus  (NIDDM)  in 
individuals  at  increased  risk  for  NIDDM.  Within  the  broad  range  of  this  NIDDK  and  NICHD -sponsored  initiative,  ORMH  is 
providing  specific  support  for  research  focussing  on  the  sub- population  of  obese  minority  women  with  a history  of 
gestational  diabetes. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  NIDDM  Primary  Prevention  Trial, 
is  related  to  the  priority  area  of  diabetes  and  chronic  disabling  conditions.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  Number  017-001-00474-0  or  Summary  Report:  Stock  Number  017-001  - 00473 - 1 ) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325,  telephone  202/783-3238. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  for-profit  and  non-profit  domestic  organizations  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit  as  Principal  Investigators.  Applications 
from  minority  institutions  are  especially  encouraged.  Applications  from  foreign  institutions  will  not  be  considered. 

The  expertise  appropriate  for  this  research  program  includes  a knowledge  of  the  clinical  and  epidemiological  aspects 
of  diabetes. 

Institutions  wishing  to  collaborate  and  function  as  a single  Clinical  Center  are  required  to  submit  one  application. 
In  this  regard  applicants  are  encouraged  to  form  collaborative  arrangements  with  investigators  at  minority  institutions 
and/or  minority  investigators  at  other  institutions.  However  international  collaborations  are  unacceptable. 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  mechanism  will  be  the  cooperative  agreement  (U01).  The  cooperative  agreement  is  an  award 
instrument  establishing  an  assistance  relationship  between  the  NIH  and  the  recipients  in  which  substantial  programmatic 
involvement  is  anticipated  between  NIH  and  the  recipients  during  performance  of  the  contemplated  activity. 

FUNDS  AVAILABLE 

Support  during  the  planning  phase  (Phase  1)  of  this  trial  for  FY  1994  is  expected  to  be  approximately  seven  million 
dollars  with  total  costs  per  center  of  approximately  $350,000.  It  is  anticipated  that  awards  for  15  to  20  Clinical 
Centers  will  be  made.  During  Phase  2 (full  scale  trial  period)  it  is  expected  that  funding  levels  for  each  center  will 
increase  to  approximately  $500,000  reflecting  the  start  of  the  full  scale  trial.  During  Phase  3 (close-out  period)  costs 
are  expected  to  decrease  to  approximately  $100,000  in  keeping  with  the  reduction  in  clinical  personnel  effort  and  the 
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shift  to  close-out,  analysis  of  data,  and  reporting.  Costs  for  outcome  measures  should  not  be  included  individually 
for  each  center.  These  costs  will  be  covered  under  the  Data  Coordinating  Center  funding. 

Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIDDK,  the  award  of  grants  in  response  to  the  RFA 
is  contingent  on  the  availability  of  funds  for  this  purpose. 

The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  will  be  seven  years  due,  in  part, 
to  the  necessity  to  screen  large  numbers  of  potential  participants  to  identify  individuals  with  sufficient  risk  to  answer 
the  study  question  discussed  under  "RESEARCH  OBJECTIVES".  The  anticipated  award  date  is  July  1994. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  RFA  is  to  initiate  a collaborative  study  of  interventions  to  prevent  NIDDM  in  people  with  IGT  or 
a history  of  GDM  and  to  prevent  the  worsening  of  glucose  tolerance  in  people  with  newly  diagnosed  NIDDM.  The  study  will 
determine  whether  onset  of  NIDDM  can  be  delayed  and  whether  interventions  in  newly  diagnosed  NIDDM  can  favorably 
influence  glucose  tolerance  and  progression  to  fasting  hyperglycemia. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  September  17,  1993,  a letter  of  intent  that  includes  the  title  of  the 
proposed  research,  the  name,  telephone  number  and  mailing  address  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel  and  participating  institutions,  and  the  name  of  the  applicant  institution,  and  the  number  and  title  of 
this  RFA. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  it  contains  is  helpful  in  planning  for  the  review  of  applications.  It  allows  NIDDK  staff 
to  estimate  the  potential  review  workload  and  to  avoid  possible  conflicts  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Robert  D.  Hammond,  Ph.D. 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  605 

Bethesda,  MD  20892 

Telephone:  (301)  594-7515 

FAX:  (301)  594-7503 

APPLICATION  PROCEDURES 

Submit  applications  on  form  PHS  398  (rev.  9/91),  the  application  form  for  NIH  research  project  grant.  This  form  is 
available  in  the  applicant  institution's  office  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  (301)  594-7250. 

Applications  must  be  received  by  October  19,  1993.  An  application  not  received  by  this  date  will  be  returned  to  the 
appl icant. 

INQUIRIES 

Requests  for  copies  of  the  RFA  and  inquiries  regarding  programmatic  issues  related  to  this  announcement  may  be  directed 
to: 

Sanford  Garfield,  Ph.D. 

Division  of  Diabetes,  Endocrinology,  and  Metabolic  Diseases 

National  Institute  of  diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  626 

Bethesda,  MD  20892 

Telephone:  (301)  594-7535 

FAX:  (301)  594-9011 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Linda  Stecklein 

Division  of  Extramural  Activities 

National  Institute  of  diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  649B 

Bethesda,  MD  20892 

Telephone:  (301)  594-7543 

FAX:  (301)  594-7594 
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Schedule 


Letter  of  Intent  Receipt  Date: 
Application  Receipt  Date: 
Initial  Review: 

Review  by  the  NIDDK  Council: 
Anticipated  Award  Date: 


September  17,  1993 
October  19,  1993 
February/March  1994 
May/ June  1994 
July  1994 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.847.  Awards  are  made  under  the  authority 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and 
285)  and  administered  under  PHS  Grants  Policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  parts  74  and  92.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency 
review. 


HI PPM  PRIMARY  PREVENT I ON  TRIAL:  DATA  COORDINATING  CENTER 

NIH  Guide.  Volume  22,  Number  18,  May  7,  1993 

RFA  AVAILABLE:  DK-93-008 

P.T.  34;  K.W.  0755015,  0745027,  0755018 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  September  17,  1993 
Application  Receipt  Date:  October  19,  1993 

THE  REQUEST  FOR  APPLICATIONS  (RFA)  ANNOUNCED  IN  THIS  NOTICE  CONTAINS  ESSENTIAL  INFORMATION  FOR  THE  PREPARATION  OF  AN 
APPLICATION.  POTENTIAL  APPLICANTS  MAY  OBTAIN  THE  RFA  FROM  THE  CONTACT  NAMED  IN  INQUIRIES,  BELOW. 

PURPOSE 


The  Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases,  National  Institute  of  Diabetes  and  Digestive  and  Kidney 
Diseases  (NIDDK)  invites  cooperative  agreement  applications  for  the  Data  Coordinating  Center  in  a multicenter,  randomized 
clinical  trial  to  evaluate  the  efficacy  of  interventions  designed  to  delay  or  prevent  onset  of  non- insulin  dependent 
diabetes  mellitus  (NIDDM)  in  individuals  at  increased  risk  for  NIDDM.  The  Data  Coordinating  Center  will  participate 
with  the  NIDDK  and  fifteen  to  twenty  Clinical  Centers  in  all  phases  of  this  trial.  A separate  request  for  the  Clinical 
Centers  has  been  issued  (RFA  DK-93-007).  The  Data  Coordinating  Center  and  a participating  Clinical  Center  may  be  located 
in  the  same  institution;  however,  each  must  be  administratively  and  fiscally  distinct  from  the  other. 

HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  NIDDM  Primary  Prevention  Trial, 
is  related  to  the  priority  area  of  diabetes  and  chronic  disabling  diseases.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  Number  017-001-00474-0  or  Summary  Report:  Stock  Number  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325,  telephone  202/783-3238. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  for-profit  and  non-profit  domestic  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of  the 
Federal  government.  Minority  individuals  and  women  are  encouraged  to  submit  as  Principal  Investigators.  Applications 
from  minority  institutions  are  especially  encouraged.  Applications  from  foreign  institutions  will  not  be  considered. 

The  expertise  appropriate  for  this  research  program  includes  statistical  knowledge  of  the  clinical  and  epidemiological 
aspects  of  diabetes  and  expertise  in  data  coordination  for  clinical  trials. 

MECHANISM  OF  SUPPORT 


The  administrative  and  funding  mechanism  will  be  the  cooperative  agreement  (U01).  The  cooperative  agreement  is  an  award 
instrument  establishing  an  assistance  relationship  between  the  NIH  and  the  recipients  in  which  substantial  programmatic 
involvement  is  anticipated  between  NIH  and  the  recipients  during  performance  of  the  contemplated  activity. 

FUNDS  AVAILABLE 


Support  for  the  Data  Coordinating  Center  during  the  planning  phase  (Phase  1)  of  this  trial  in  FY  94  is  expected  to  be 
approximately  $1,000,000  (direct  and  indirect  costs).  During  Phase  2 and  3 it  is  expected  that  the  funding  level  for 
the  Coordinating  Center's  direct  operations  will  remain  at  this  level  corrected  for  inflation.  However,  funding  will 
be  provided  by  the  NIDDK  to  support  the  Data  Coordinating  Center  recruited  and  managed  subcontracts  for  centralized 
laboratory  and  clinical  resources  reflecting  the  start  of  the  full  scale  trial.  Funds  for  the  subcontract  will  be 
approximately  five  million  dollars  (total  costs)  during  Phase  2 to  support  adherence  and  end  point  analyses.  Additional 
funds  in  the  first  year  of  Phase  2 will  be  provided  to  cover  the  costs  of  screening.  The  nature  and  extent  of  the 
screening  will  be  established  by  the  outcome  of  the  protocol  development.  Funds  to  support  the  subcontract  aspects  of 
the  Trial  will  largely  cease  during  Phase  3 reflecting  the  final  period  of  data  analysis  and  reporting. 

Although  this  program  is  provided  for  in  the  financial  plans  of  the  NIDDK,  an  award  in  response  to  the  RFA  is  contingent 
on  the  availability  of  funds  for  this  purpose. 
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The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  will  be  seven  years  due,  in  part, 
to  the  necessity  to  screen  large  numbers  of  potential  participants  to  identify  individuals  with  sufficient  risk  to  answer 
the  study  question  discussed  under  RESEARCH  OBJECTIVES.  The  anticipated  award  date  is  July  1994. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  RFA  is  to  initiate  a collaborative  study  of  interventions  to  prevent  NIDDM  in  people  with  IGT  and 
to  prevent  the  worsening  of  glucose  tolerance  in  people  with  newly  diagnosed  NIDDM.  The  study  will  determine  whether 
onset  of  NIDDM  can  be  delayed  and  whether  interventions  in  newly  diagnosed  NIDDM  can  favorably  influence  glucose 
tolerance  and  progression  to  fasting  hyperglycemia.  The  objectives  of  this  RFA  are  to  select  a Data  Coordinating  Center 
to  participate  in  a full-scale  trial  with  the  Clinical  Centers  and  the  NIDDK. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of  women 
and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will 
not  be  accepted  for  review. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  September  17,  1993,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name,  address  and  telephone  number  of  the  Principal  Investigator,  the  identities  of  other 
key  personnel,  and  participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application 
may  be  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
application,  the  information  that  it  contains  is  helpful  in  planning  for  the  review  of  application.  It  allows  ICD  staff 
to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Robert  D.  Hammond,  Ph.D. 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  605 

Bethesda,  MD  20892 

Telephone:  (301)  594-7515 

FAX:  (301)  594-7503 

APPLICATION  PROCEDURES 

Submit  applications  on  form  PHS  398  (rev,  9/91),  the  application  form  for  NIH  research  project  grants.  This  form  is 
available  in  the  applicant  institution's  office  of  sponsored  research  and  may  be  obtained  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  (301)  594-7250. 

INQUIRIES 

Requests  for  copies  of  the  RFA  and  inquiries  regarding  programmatic  issues  related  to  this  announcement  may  be  directed 
to: 

Sanford  Garfield,  Ph.D. 

Division  of  Diabetes,  Endocrinology,  and  Metabolic  Diseases 

National  Institute  of  diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  626 

Bethesda,  MD  20892 

Telephone:  (301)  594-7535 

FAX:  (301)  594-9011 

Inquiries  regarding  fiscal  matters  may  be  directed  to: 

Linda  Stecklein 

Division  of  Extramural  Activities 

National  Institute  of  diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649B 
Bethesda,  MD  20892 
Telephone:  (301)  594-7543 
FAX:  (301)  594-7594 

SCHEDULE 

Letter  of  Intent  Receipt  Date: 

Application  Receipt  Date: 

Initial  Review: 

Review  by  the  NIDDK  Council: 

Anticipated  Award  Date: 


September  17,  1993 
October  19,  1993 
February/March  1994 
May/ June  1994 
July  1994 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.847.  Awards  are  made  under  the  authority 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-  158,  42  USC  241  and 
285)  and  administered  under  PHS  Grants  Policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74  and  92.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency 
revi ew. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIERS  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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